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42  CFR  Part  466 

PSRO  Hoepitai  Review;  Reiationship  of 
PSRO  to  Hospitais  and  Use  of  Hospitai 
Review  Committees;  Norms  for  PSRO 
Hospitai  Review 

agency:  Health  Care  Financing 
Administration  (HCFA),  HEW. 

ACTION:  Final  rule. _ 

summary:  This  regulation  establishes 
procedures  for:  (1)  Professional 
Standards  Review  Organization  (PSRO) 
review  of  hospital  services  for  which 
payment  may  be  made  under  the  Social 
Security  Act;  (2)  PSRO  delegation  of 
review  functions  to  hospitals;  and  (3) 
development  and  use  of  norms,  criteria, 
and  standards  for  PSRO  screening  of 
health  services.  Section  1155  of  the 
Social  Security  Act  authorizes  hospital 
review  as  one  of  the  PSRO  duties  and 
functions,  Section  1155(e)  requires 
PSRO's  to  use  the  Hndings  of  capable 
hospital  review  conunittees,  and  Section 
1156  authorizes  the  Department  to  issue 
regulations  on  the  nature  and 
development  of  norms  to  be  applied  in 
reviews. 

The  purpose  of  the  reviews  is  to 
determine  if  the  hospital  services  are 
medically  necessary,  appropriately 
provided  at  a  hospital  level  of  care,  and 
are  in  accordance  with  professionally 
recognized  standards  of  quality. 
EFFECTIVE  DATE:  July  5, 1979. 

FOR  FURTHER  INFORMATION  CONTACT. 
Geraldine  L  Ellis,  Director,  Division  of 
Peer  Review,  Health  Standards  and 
Quality  Bureau,  Health  Care  Financing 
Administration,  HEW,  Dogwood  East 
Building,  6401  Security  Boulevard, 
Baltimore,  Maryland  21235,  301-594- 
1432. 

8UI>PLEMENTARV  INFORMATION:  On 

January  25, 1977,  three  Notices  of 
Proposed  Rulemaking  were  published  in 
the  Federal  Register  (42  FR  4624;  4632; 
and  4637).  They  proposed  to  add  three 
subparts  to  42  CFR  Part  101: 

Subpart  G — Hospital  Review. 

Subpart  H— The  Relationship  of  the  PSRO 
to  Hospitals  and  Utilization  of  Hospital 
Review  Committees. 

Subpart  I — Norms  for  PSRO  Hospital 
Review. 

A  regulation  effective  October  1, 1977, 
established  a  new  Chapter  IV  in  Title  42 
of  the  CFR  and  transferred  all  Health 
Care  Financing  Administration 
regulations  to  that  new  chapter. 
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Accordingly,  this  final  regulation  is 
codified  under  Subchapter  D, 

Professional  Standards  Review,  of  42 
CFR  Chapter  IV  as  Part  466,  Subparts  A 
through  D. 

I.  Background 

Establishment  of  Professional 
Standards  Review  Organizations 
(PSRO's)  was  mandated  by  Congress  in 
the  1972  Amendments  to, the  Social 
Security  Act  (Pub.  L.  92-603).  The 
purpose  of  the  PSRO  program  is  to 
assure  that  health  care  services  and 
items  for  which  payment  may  be  made 
in  whole  or  part  under  Titles  V,  XVIIL 
and  XIX  of  the  Social  Security  Act  are 
medically  necessary,  conform'  to 
appropriate  professional  stemdards  and 
are  delivered  in  the  most  effective, 
efficient,  and  economical  manner 
possible. 

The  PSRO  program  is  based  on  two 
fundamental  concepts  of  health  care 
review:  that  physicians  are  the  most 
appropriate  inffividuals  to  assess  the 
quality  of  medical  care,  and  that  local 
peer  review  is  the  most  effective  means 
for  ensuring  that  health  care  resources 
and  facilities  are  appropriately  utilized. 
Using  these  concepts  as  a  foundation, 
healA  professionals  are  responsible  for 
fulfillment  of  the  following  major  goals 
of  the  PSRO  program: 

•  Assuring  that  health  care  services 
are  medically  necessary  and  are  of 
acceptable  professional  quality; 

•  Assuring  appropriate  utilization  of 
health  care  faculties  at  the  motft 
economical  level  consistent  with 
professional  standards; 

•  Identifying  quality  and  utilization 
'  problems  in  health  care  practices  and 

working  toward  their  improvement;  and 

•  Attempting  to  obtain  voluntary 
correction  of  inappropriate  or 
unnecessary  practitioner  and  facility 
practices  and,  where  unable  to  do  so, 
recommending  sanctions  against  such 
practitioners  and  facilities.  i 

The  duties  and  functions  of  the  PSROs 
include  the  review  of  health  care 
services  provided  in  hospitals  which 
may  be  paid  for  under  Medicare, 
Medicaid,  or  other  programs  established 
by  the  Social  Security  Act.  This  review 
determines  the  medical  necessity  of  the 
services,  if  they  meet  professionally 
recognized  standards  of  care,  and 
whether  inpatient  care  is  necessary. 

This  regulation  provides  procedures  for 
these  review  systems  in  hospitals. 

Hospital  review  is  divided  into:  (1) 
Review  of  services  provided  to 
individual  patients,  and  (2)  review  of 
quality  and  patterns  of  delivery  of 
health  care  services.  Review  of  patient 
services  includes  admission  and 


continued  stay  reviews.  Admission 
reviews  determine  the  appropriateness 
of  the  proposed  health  services  and  the 
appropriateness  of  providing  them  in  a 
hospital  setting.  Continued  stay  review 
determines  the  necessity  for  hospital' 
care,  rather  than  a  lesser  level  of 
institutional  care  or  outpatient  care,  for 
individual  patients.  Health  care  service 
delivery  review  includes  medical  care 
evaluation  (MCE)  studies  and  profile 
analyses.  MCE  studies  are  indepth 
reviews  of  health  care  delivery  and 
medical  management  practices.  Profile 
analyses  are  reviews  of  patient  care 
data  related  to  institutions  and 
practitioners. 

n.  The  Review  System 

The  regulation  sets  forth  three  major 
review  components: 

A.  Concurrent  review  of  the  medical 
necessity  and  appropriateness  of 
admission  to,  and  continued  stay  in,  a 
hospital  (admission  review  and 
continued  stay  review); 

B.  Medical  care  evaluation  (MCE) 
studies  to  assure  the  quality  and 
improve  the  nature  of  the  utilization  of 
health  care  services;  and 

C.  Analysis  of  health  care 
practitioner,  institutional,  and  patient 
profiles. 

Ibese  components  of  the  PSRO 
hospital  review  system  interact  to  form 
a  comprehensive  quality  assurance 
mechanism. 

The  accumulation  of  data  through 
concurrent  review,  MCE  studies,  and 
profile  analysis  enables  PSROs  to 
identify  areas  of  practice  (e.g., 
diagnoses,  conditions,  therapies,  and 
procedures)  which  demonstrate 
consistently  good  performance.  On  the 
basis  of  adequate  data,  PSROs  will 
focus  concurrent  review  activities  to 
concentrate  on  problem  areas.  Though 
focusing,  PSROs  will  be  able  to  devote 
their  review  resources  to  priority  areas 
while  simultaneously  monitoring  the 
'  effectiveness  of  the  entire  system. 
Focusing  of  concurrent  review,  together 
with  monitoring  of  other  areas,  is  likely 
to  be  the  key  to  PSRO  efficiency  and 
effectiveness. 

Alternate  Approaches  to  Concurrent 
Review 

The  regulation  authorizes  PSROs  to 
submit  review  plans  which  propose 
innovative  approaches  to  meet  the 
objectives  of  concurrent  review.  Such 
proposals  will  be  accepted  by  HCFA,  if 
they  are  consistent  wiUi  the  provisions 
of  Title  XI,  Part  B  of  the  Act  and  if  they 
have  been  shown  to  be  or  have  the 
potential  to  be  equally  or  more  efficient 
and  effective  than  the  concurrent  review 
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procedures  described  in  this  regulation. 

If  HCFA  approves  alternative  methods 
of  review,  the  PSRO  directly,  or  a 
hospital  performing  review  for  the 
PSRO,  may  utilize  such  procedures  in 
lieu  of  concurrent  review. 

The  review  requirements  specified  in 
this  regulation  are  based  on  experience 
gained  by  PSROs.  In  recent  years, 

PSROs  have  progressed  from  concern 
about  development  and  implementation 
of  review  to  concern  about  review 
performance  and  cost  effectiveness.  In 
the  process,  hospital  review  is  becoming 
more  problem  oriented.  Consequently, 
the  final  regulation  includes  a  reference 
to  the  objective  setting  requirements  of 
the  program.  These  requirements  are 
established  in  42  CFR  462.6(b)(6), 

(Grant)  Application  requirements  for 
conditional  designation,  and  PSRO 
Transmittal  No.  63,  Information  to 
Assist  in  Objective  Setting,  October  19, 
1978.  Furthermore,  PSROs  are  expected 
to  accomplish  review  objectives  within 
an  annually  negotiated  budget  A 
regulation  implementing  this  process  is 
under  development.  Provisions  to 
accommodate  problem-oriented, 
targeted  review  are  included  in  the 
sections  of  this  regidation  dealing  with 
modifications  of  review  activities  and 
alternative  review  methods. 

Delegation  of  Review  Responsibility  to 
Hospitals 

The  regulation  provides  that  the  PSRO 
will  use  die  hospital’s  review 
committee(s)  and  review  Staff  in  the 
performance  of  PSRO  concurrent  review 
or  MCE  studies,  or  both,  where  such  ' 
insititutions  are  willing  and  have  the 
capability  to  effectively  perform  these 
fimctions.  This  PSRO  use  of  the  hospfral 
review  is  called  delegation.  Where  the 
PSRO  delegates  the  performance  of 
either  of  these  review  functions  to  a 
hospital,  the  PSRO  still  retains 
responsibility  to  monitor  and  assure 
effective  performance.  The  PSRO  is 
expected  to  exercise  this  delegation 
authority  and  monitoring  activity 
carefully. 

Use  of  Norms,  Standards  and  Criteria  in 
Concurrent  Review 

The  regulation  provides  that  area 
length-of-stay  norms  will  be’ used  to 
assist  the  PSRO  in  developing  length-of- 
stay  projections  which  are  used  to  assist 
in  setting  the  times  when  PSRO  reviews 
must  be  completed.  Also,  the  regulation 
provides  that  criteria  will  be  used  in 
concurrent  review  for  screening  in  order 
to  select  from  a  large  number  of  cases 
those  which  require  peer  review.  Fot 
example,  if  a  PSRO  review  coordinator 
finds  that  a  patient’s  physical  symptoms 


or  diagnostic  test  results  are  not 
consistent  with  the  criteria  developed 
by  the  PSRO  for  a  certain  diagnosis,  the 
coordinator  would  refer  the  case  to  a 
PSRO  physician  advisor  for  peer  review. 
When  an  admission  is  certified,  the 
coordinator  would  then  set  a  length-of- 
stay  period  by  the  end  of  which 
continued  stay  review  must  be 
completed. 

Regional  norms,  criteria,  and 
standards  will  be  distributed  by  the 
National  Professional  Standards  Review 
Council  and  will  be  used  as  principal 
points  of  reference  by  each  ^RO  as  it 
establishes  norms,  criteria,  and 
standards  for  its  area.  Until  such  time  as 
the  National  Council  distributes  such 
regional  norms,  criteria',  and  standards, 
PSROs  will  be  expected  to  utilize 
available,  statistically  valid  regional 
data  to  develop  length-of-stay 
projections,  and  available  sets  of 
criteria  and  standards  as  guides  to 
developing  PSRO  area  criteria  and 
standards.  In  addition  to  its 
responsibility  to  distribute  regional 
norms,  criteria,  and  standards,  the 
National  Coimcil  will  be  analyzing  the 
appropriateness  of  variations  among  the 
norms,  length-of-stay  projections, 
criteria,  and  standards  employed  by 
PSROs. 

m.  Changes  in  Regulation  due  to 
Legislation 

As  a  result  of  the  enactment  of  Pub.  L 
95-142,  the  "Medicare-Medicaid  Anti- 
Fraud  and  Abuse  Amendments" 
(October  25, 1977),  the  following 
changes  are  made: 

A.  The  definition  of  physician  was 
expanded  to  include  medical  officers  in 
American  Samoa,  the  Northern  Mariana 
Islands,  and  the  Trust  Territory  of  the 
Pacific  Islands.  This  change  allows 
these  medical  officers  to  be  members  of 
PSROs.  However,  they  are  not  eligible 
for  membership  on  the  National 
Professional  Standards  Review  Council 
and  may  not  make  final  determination 
'with  respect  to  the  professional  conduct 
of,  or  any  act  performed  by,  a  licensed 
doctor  of  medicine  or  osteopathy. 

B.  The  conditions  under  which  PSRO 
reviewers  would  be  disqualified  were 
narrowed.  Under  the  final  regulations, 
only  those  who  were  directly 
responsible  for  care  being  reviewed,  or 
have  a  significant  financial  interest 
(defined  as  5  percent  or  more)  in  the 
institution  would  be  disqualified  as 
reviews. 

IV.  Reapcmse  !•  Comments 

Eighty-duree  writtmi  comments  were 
reoehred  from  PSROs,  professional 
organizations,  hospitals,  hospital 


associations,  government- agencies, 
organizations,  and  individuals.  Most 
comments  concerned  the  basic  process 
of  the  PSRO  review  system  or  the 
specific  procedures  to  be  used.  Several 
questions  were  raised  regarding  the , 
respective  roles  of  physicians  and  health 
care  practitioners  other  than  physicians 
in  PSRO  activity.  Some  comments 
addressed  certain  aspects  of  PSROs’ 
relationships  with  other  government 
agencies,  hospitals,  health  care 
providers,  and  consumers.  All  of  the 
pomments  were  considered  in  drafting 
the  final  regulations. 

A.  Modification  of  Review  Activities 

The  regulation  allows  modifying 
review  to  concentrate  on  known  or 
suspected  problem  areas  and  away  from 
those  areas  of  hospital  health  care  in 
which  utilization  of  services  has  been 
consistently  appropriate. 

Comments  were  generally  in  favor  of 
this  type  of  review  modification,  and 
many  requested  that  guidelines  be 
included  in  this  section  for  PSROs  to  use 
in  focusing  review.  Specific  suggestions 
were  made  that  HCFA  should  (1)  require 
certain  types  of  data  and  approve 
modified  review  activities  and  (2) 
indicate  criteria  for  determining  if  a 
PSRO  is  ready  to  focus  review  before 
focusing  could  take  place. 

(1)  We  decided  not  to  require  prior 
HCFA  approval  of  modified  review 
activities  in  order  to  allow  PSROs  the 
opportimity  to  build  flexible  and 
innovative  review  systems. 

(2)  We  agree  that  criteria  regarding 
what  constitutes  a  PSRO’s  readiness  to 
implement  modified  review  methods 
would  be  helpful.  However,  we  believe 
that  local  utilization  data  are  the  best* 
criteria  now  available  and  that  the  state 
of  the  art  of  peer  review  is  still  evolving 
and  requirements  should  not  be 
mandated  at  this  time. 

B.  Participation  of  Health  Care 
Practitioners  other  than  Physicians  in 
PSRO 

Section  1155(b)(1)  of  the  Act  states 
(and  the  regulation  paraphrases):  "To 
the  extent  necessary  or  appropriate  for 
the  proper  performance  of  its  duties  and 
functions,  the  Professional  Standards 
Review  Organization  serving  any  area  is 
authorized  in  accordance  with 
regulations  prescribed  by  the  Secretary 
to  (1)  make  arrangements  to  utilize  the 
services  of  persons  who  are 
practitioners  of  or  specialists  in  the 
various  areas  of  medicine  (including 
dentistry),  or  other  types  of  health  care 
*  *  *’’.  Ilie  Senate  Finance  Committee 
Report  accompanying  the  original  PSRO 
legislation  clearly  indicates  that 
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Congress  intended  the  PSRO  program  to 
be  based  on  the  principle  of  peer  review 
(S.  Rpt.  No.  92-1230. 92d.  Cong.,  2nd 
Sec.,  (1972).  pp.  256,  265).  TTierefore,  we 
did  not  accept  the  suggestions  from  the 
groups  wanting  little  or  no  participation 
of  health  care  practitioners  other  than 
physicians.  However,  we  did  make,  the 
following  changes  based  on  comments 
received: 

(1)  The  term  “health  care  practitioner 
other  than  physician”  replaces 
"nonphysician  health  care  practitioner" 
since  many  professional  groups  felt  that 
this  was  a  more  appropriate  term  than 
“nonphysician”. 

(2)  The  peer  review  responsibilities  of 
health  care  practitioners  other  than 
physicians  involved  in  ordering  health 
care  have  been  clarified.  When  health 
care  practitioners  other  than  physicians 
are  directly  involved  in  ordering  health 
care,  they  should  be  involved  in  making 
PSRO  review  decisions.  When  the 
quality  of  the  care  delivered  by  their 
peers  is  being  reviewed,  if  practical 
health  care  practitioners  other  than 
physicians  must  evaluate  and  make  final 
decisions  about  this  care.  In  concurrent 
review,  a  distinction  has  been  made  in 
the  regulation  between  those 
practitioners  other  than  physicians  who 
have  independent  hospital  admitting 
privileges  and  those  who  do  not  Only 
those  with  admitting  privileges  should 
make  final  PSRO  decisions.  For 
example,  when  a  dentist  admits  patients, 
to  and  discharges  them  from  a  hospital 
on  his  own  initiative  independent  of  a 
physician,  he  generally  serves  as  the 
"physician  of  record.”  In  those 
instances,  dental  peers  should  make 
adverse  determinations  unless  it  is 
impractical  due  to  the  absence  of 
additional  peer  practitioners  in  the 
PSRO  area,  such  as  in  small  hospitals  or 
rural  areas  which  have  limited  numbers 
of  personnel  in  certain  professions. 

We  encourage  PSROs  to  make  every 
effort  to  obtain  a  peer  to  review  a  peer's 
work  by  keeping  a  roster  of  peer 
practitioners  who  could  serve  as 
consultants  should  the  need  arise. 
Specifically,  in  those  instances  where 
health  care  practitioners  other  than 
physicians  require  physician 
concurrence  for  hospital  admission,  we 
encourage  PSROs  to  consult  with  peer 
practitioners  regarding  adverse 
determinations  even  though  physicians 
make  the  decisions. 

The  methods  for  involving  health  care 
practitioners  other  than  physicians  in 
review  functions  must  be  included  in  a 
PSRO's  agreement  with  a  delegated 
hospital  (§  466.35).  This  requirement  will 
help  assure  adequate  participation  by 


these  practitioners  in  delegated 
hospitals. 

TTie  definition  of  “active  staff 
privileges  in  a  hospital”  in  respect  to 
health  care  practitioners  other  than 
physicians  was  clarified  by  specifying 
that  only  those  health  care  practitioners 
other  than  physicians  who 
independently  admit  patients  to  a 
hospital  are  considered  to  have  active 
stafi  privileges. 

C.  Medical  Care  Evaluation  (MCE) 
Studies 

The  proposed  rule  outlined  the  nature 
and  purpose  of  MCE  studies,  the 
required  number  to  be  completed  per 
year,  and  the  pertinent  reporting 
requirements.  Comments  addressed 
almost  all  aspects  of  the  proposal  and 
expressed  views  on  various  sides  of  the 
issues.  Following  are  the  issues  raised, 
and  HCFA  decisions: 

(1)  One  commenter  disagreed  with 
requiring  PSROs  to  perform  the  studies, 
another  commented  that  MCE  studies 
should  be  emphasized. 

Section  1155(a)  requires  the  PSRO  to 
review  services  to  determine  whether 
the  quality  of  those  services  meets 
professionally  recognized  standards  of 
care.  HCFA  has  determined  that  the 
MCE  studies  component  of  the  review 
system  is  a  cost-effective  way  to  carry 
out  assessment  of  practice  in  hospitals 
and  of  practitioners.  Therefore,  the 
requirement  for  MCE  studies  is  retained. 

(2)  Several  commenters  su^ested  that 
the  required  number  of  MCE  studies 
(ranging  from  4  to  12  per  year  based  on 
number  of  admissions  in  the  hospital)  be 
reduced  or  that  a  reaudit  be  counted  as 
a  separate  study.  One  comment  was 
received  in  support  of  the  required 
numbers. 

There  is  great  potential  for  a  large 
number  of  MCE  studies,  because  study 
topics  can  be  selected  from  any  medical 
diagnosis,  any  diagnostic  or  therapeutic 
procedure,  or  any  identified  potential 
problem  in  the  delivery  of  a  health  care 
service.  The  numbers  chosen  are 
thought  to  be  necessary  to  perform 
indepth  review  of  institutions  of  various 
sizes  and  were  developed  in 
collaboration  with  JCAH.  The 
requirements  will,  however,  be 
periodically  reviewed  to  determine  their 
reasonableness  and,  if  changes  are 
warranted,  the  regulation  will  be 
modified. 

(3)  One  commenter  suggested  that 
alternative  methods  for  MCE  studies 
should  be  provided. 

We  agree  that  the  PSROs  should  have 
this  option  in  order  to  promote  new 
methods  and  ideas  in  Ae  field.  Thus, 
HCFA  will  approve  alternative  methods 


of  performing  quality  review  (see 
§  466.22)  if  they  can  be  shown  to  be,  or 
have  the  potential  to  be,  at  least  as 
effective  as  the  suggested  methods  in 
carrying  out  PSRO  duties  and  functions. 
In  general,  HCFA  will  accept  a  hospital 
plan  which  is  acceptable  to  JCAR 

(4)  The  regulation  provides  for  similar 
requirements  for  numbers  of  indepth 
quality  of  care  studies  as  are  required 
by  the  JCAH.  One  comment  stated  that 
attempting  to  coordinate  PSRO  and 
JCAH  requirements  for  MCE  studies 
could  lead  to  difficulties  for  delegated 
hospitals  in  complying  with  both  PSRO 
and  JCAH  requirements. 

The  PSRO  policy  was  adopted  after 
consultation  with  the  JCAH  since  their 
requirements  affect  most  of  the  nation's 
hospitals,  and  HCFA  believes  the 
requirements  should  be  as  uniform  as 
possible.  Additionally,  we  intend  to 
work  closely  with  JCAH  in  all  aspects  of 
quality  review.  The  requirements  for  the 
number  of  MCE  studies  as  well  as  all 
other  PSRO/hospital/JCAH  issues  will 
continue  to  be  examined  as  the  program 
progresses.  Based  on  our  experience  to 
date,  the  difficulties  proposed  by  the 
commenter  have  not  occurred. 

(5)  Commenters  pointed  out  that 
several  characteristics  of  MCE  studies 
listed  in  a  HCFA  policy  issuance  (PSRO 
Transmittal  No.  43,  January  25, 1977) 
were  omitted  from  regulations. 

The  omission  of  certain  MCE  study 
characteristics  was  inadvertent  and  has 
been  corrected  in  the  final  regulation. 

These  characteristics  involve  peer 
analysis  of  discrepancies, 
documentation  regarding 
implementation  of  recommended 
actions,  and  the  periodic  reporting  of 
quality  assurance  activities  to  the 
hospital  board. 

(6)  Many  comments  suggested  that  we 
require  MCE  studies  addressing  the  care 
given  by  health  care  practitioners  other 
than  physicians.  One  commenter 
recommended  that  specific  topics  for 
MCE  studies,  such  as  rates  of  mortality, 
infection,  or  complication,  be  required  in 
the  regulation. 

The  regulation  provides  that  MCE 
study  topics  will  be  at  the  discretion  of 
the  ^RO,  but  will  be  based  on  known 
or  suspected  problem  areas.  It  would  not 
be  possible  for  HCFA  to  specify  studies 
of  particular  specialists  or  health  topics, 
based  on  known  or  suspected  problems, 
that  would  be  common  to  all  PSRO 
areas. 

(7)  One  commenter  suggested  that 
requiring  the  PSRO  to  report  MCE  study 
results  to  the  hospital's  administration 
might  place  the  PSRO  in  a  position  of 
causing  division  between  the  hospital 
staff  and  management. 
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This  section  is  intended  to  keep 
administrators  informed  of  any 
identified  problems  in  their  respective 
hospitals  so  that  administrators,  as  well 
as  medical  staff,  could  take  necessary 
action.  For  this  reason,  we  have  retained 
it.  We  believe  that  this  will  help 
coordinate  action  between  the  hospital 
medical  staff  and  management  rather 
than  promote  division. 

(8)  One  commenter  disagreed  with  the 
indusion  in  PSRO  MCE  studies  of 
patients  whose  care  is  not  paid  for 
under  Medicare  or  Medicaid  and 
objected  to  making  the  hospital 
responsible  for  authorizing  this 
indusion. 

HCFA  has  worked  closely  with  the 
JCAH  to  assure  uniform  requirements 
for  hospitals  and  equal  quidity  of 
treatment  for  all  patients  regwlless  of 
whether  their  care  is  privately  or 
Federally  funded.  Hence,  the  regulation 
continues  to  require  PSROs  to  examine 
both  private  and  Federally  funded 
patient  records  when  they  can  access 
both  types  of  records.  However,  this 
regulation  does  not  require  hospitals  to 
disclose  private  patient  records  for 
purposes  of  PSRO  MCE  studies. 
Therefore,  it  is  the  hospital  and  not  the 
PSRO  that  may  authorize  access  to 
records  of  these  patients  within  the 
limits  of  the  hospital’s  rules  and  legal 
authorities  which  govern  such 
disclosures. 

(9)  One  commenter  suggested 
requiring  areawide  MCE  studies.  While 
there  is  some  preliminary  evidence  that 
areawide  MCE  studies  allow  for  a  wider 
comparison  of  practice  patterns,  the 
state  of  the  art  in  areawide  auditing  is 
not  fully  developed  and  making 
areawide  MCE  studies  a  requirement  is 
premature.  However,  the  regulation  does 
not  discourage  areawide  MCE  studies. 
The  regulation  provides  that  an  MCE 
study  done  on  an  areawide  basis  will  be 
credited  toward  each  hospital, 
participating  in  the  MCE  study. 

D.  Profile  Analysis 

The  proposed  regulation  included  a 
description  of  various  types  of  profiles 
and  the  purpose  and  process  of  profile 
analysis. 

(1)  One  commenter  suggested  that 
comparing  a  practitioner's  care  in  one 
hospital  in  an  area  with  his  care  in 
another  hospital  in  the  area  would 
generate  useful  data.  We  have  added  a 
provision  for  comparison  of 
practitioners'  care  across  the  entire 
PSRO  area. 

(2)  One  comments  suggested  that  the 
regulation  is  too  specific  and  would  not 
permit  new  methods  of  hospital  review. 
However,  we  believe  that  the  rules 
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permit  sufficient  local  flexibiUty  and, 
thus,  it  is  unnecessary  to  include  a  new 
section  on  alternative  review  methods 
for  profile  analysis. 

E.  PSRO  Relationship  to  Medicaid  and 
Medicare 

Under  Sections  1152(e},  llS5(a)(l)>  and 
1158(c)  of  the  Social  Sec^ty  Act,  the 
responsibility  for  review  of  health  care 
services  and  items  paid  for  under  the 
Social  Security  Act  is  shifted  from 
hospitals  and  third  party  payors  to 
PSROs.  This  regulation  prc^des  that,  to 
the  extent  authority  for  making 
determinations  of  medical  necessity  is 
vested  in  the  P^O,  it  will  not  be 
exercised  by  intermediaries,  carriers. 
State  agencies  at  other  fiscal  agents.  In 
general  it  is  the  PSRO's  responsibility  to 
make  determinations  of  mescal 
necessity  and  the  fiscal  agent’s 
responsibility  to  apply  payment 
guidelines.  In  addition,  sections  1152(h), 
1154(e),  1171  of  the  Act  provide  for  State 
agency  review  of  PSRO  activities  at 
discrete  points  during  the  development 
and  implementation  of  the  PSRO's 
review.  Specific  requirements  regarding 
this  review  are  included  in  the  final 
PSRO  “Assumption  of  Review 
Responsibility”  regulations,  published  in 
the  Federal  Renter  on  February  22, 

1978  (43  FR  7400).  As  provided  in  the 
“Assumption  of  Review  Responsibility" 
regulations,  the  State  has  the 
opportunity  to  review  and  comment  on  a 
PSRO’s  annual  review  plan,  monitor 
PSRO  review  determinations  and  their 
effects  on  State  expenditures,  and 
appeal  to  HCFA  for  modifications  of 
PSRO  review  or  removal  of  a  PSRO’s 
authority  to  make  binding 
determinations  in  particular 
circiimstances  (42  CFR  463.6). 

Also,  Section  1165  of  the  Social 
Security  Act  authorizes  HCFA  to 
prescribe  methods  to  coordinate 
Medicare.  Medicaid,  and  PSRO 
functions.  In  order  to  assure 
coordination  of  these  functions,  various 
sections  of  the  regulation  provides  for 
PSRO/Medicaid  cooperation  and  data 
exchange. 

(1)  Commenters  suggested  that 
Medicaid  level  of  care  provisions  be 
used  in  PSRO  determinations. ' 

This  was  an  omission  and  has  been 
included  in  the  final  regulation.  I)  was 
also  noted  that  Medicare  regulations 
have  an  added  section  covering 
posthospital  extended  care. 

Accordingly,  we  have  included 
S  405.128a  in  the  list  of  reference 
citations  for  PSROs  to  use  in  making 
level-of*care  determinations. 

(2)  Commenters  suggested  that 
PSRO’s  be  required  to  obtain  approval 


Rules  and  Regulations 


from  their  State  Medicaid  agencies 
before  instituting  length-of-stay 
projections  and  norms  and  plans  for 
mo^fication  of  review  or  alternative 
review  activities. 

The  statute  mandates  National 
Professional  Standards  Review  Council 
not  State  approval  of  PSRO  norms 
which  deviate  significantly  from  those 
distributed  by  the  Council  In  regards  to 
alternative  plans  for  review  activities  or 
modification  of  review  we  encourage 
coordination  of  activity  and  sharing  of 
data,  within  the  limits  of  confidentiality. 
We  also  encourage  prior  consultation 
with  the  State  agency  regarding  the 
PSRO’s  plans  to  modify  review  methods 
and  norms  and  anticipate  that  the  PSRO 
would  keep  the  State  agency  informed 
of  any  significant  modifications 
implemented.  %ould  the  State  have 
unresolved  concerns  about  these 
modifications,  they  may  be  addressed 
informally  to  HCFA  and  will  be 
considered  during  the  HCFA  or  Council 
review.  (Formal  procedures  for  dealing 
with  State-PSRO  disagreements  which 
may  include  disputes  over  norms  or 
alternative  review  methods,  are  set  forth 
in  the  “Assumption  of  Review 
Responsibility”  regulations  (43  FR  Part 
7400).) 

(3)  Several  commenters  advocated 
stating  in  the  regulation  thal  until  the 
PSROs  develop  methods  of  ancillary 
services  review,  this  review  will  be 
continued  by  the  Medicaid  State 
agencies  and  Medicare  fiscal 
intermediaries. 

HCFA  does  not  agree  that  a  provision 
for  ancillary  services  review  by  State 
agencies  or  fiscal  intermediaries  is  ah 
appropriate  inclusion  in  these 
relations,  because  PSROs  have  the 
responsibility  imder  section  llS4(b)  of 
the  Act  for  conducting  ancillary  services 
review  in  hospitals. 

(4)  Comments  requesting  a  method  for 
initiating  changes  in  services  covered  by 
Medicare  and  Medicaid  are  not  reflected 
in  this  regulation  because  changes  in 
coverage  can  only  be  made  in 
appropriate  Medicare  and  Medicaid 
regulations,  and  not  tlrough  these 
regulations. 

(5)  Comments  suggesting  that  PSRO 
entry  in  a  hospital  be  made  a  condition 
of  participation  in  the  Medicaid  program 
were  not  accepted.  A  hospital  that 
refuses  entry  may  be  san^oned  under 
Section  1160  of  the  Act  leading  to 
termination  of  the  provider  agreement 
so  further  relations  are  not  required 
(proposed  rule  43  FR  47474). 

(6)  Comments  recommending  the 
inclusion  of  the  Medicaid  agency  in  a 
PSRO  decision  to  sanction  were  not 
accepted.  However,  we  encourage 
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PSROs  to  involve  the  State  agency  in  its 
attempts  to  secure  the  cooperation  of 
the  hospital  before  a  sanction  against  a 
hospital  is  recommended. 

F.  Review  of  Elective  Surgical  and 
Major  Diagnostic  and  Therapeutic 
Procedures 

This  regulation  requires  a  system  of 
concurrent  PSRO  review  of  admissions. 
In  the  case  of  elective  surgical  or  major 
diagnostic  or  therapeutic  procedure 
(hereafter  called  procedures),  the 
regulation  provides  for  review  of  the 
medical  necessity  of  these  procedures 
within  three  working  days  of  a  patient’s 
hospital  admission.  However,  because 
admissions  review  may  take  up  to  three 
working  days,  this  medical  necessity 
review  sometimes  takes  place  after  a 
procedure  is  performed.  If  the  PSRO  has 
developed  documentation  or  has  a 
reasonable  belief  that  a  procedure  is 
being  utilized  inappropriately,  the 
regulation  requires  that  medical 
necessity  review  take  place  prior  to  the 
performance  of  the  procedure.  As  with 
other  types  of  concurrent  review,  this 
review  is  to  be  performed  as  soon  as 
feasible  and  in  most  cases  is  to  be 
completed  before  the  three  working  day 
limit  and  prior  to  the  procedure. 

(1)  Comments  suggested  that  any 
preprocedure  review  would  be 
detrimental  to  patient  care  because  it 
could  lead  to  delay  in  a  patient’s 
receiving  necessary  treatment. 

However,  the  definition  of  elective 
procedures  is  those  which  can  be 
delayed  without  risk  to  the  patient.  If  a 
PSRO  anticipates  that  preprocedure 
review  after  hospital  admission  would 
delay  the  initiation  of  care  required  by 
the  procedure,  the  review  should  be 
performed  before  the  admission  to  avoid 
increasing  the  length  of  stay. 

(2)  A  commenter  pointed  out  that  no 
review  was  required  for  elective 
procedures  scheduled  after  admission. 
This  was  inadvertent  and  has  been 
corrected. 

(3)  Some  commenters  thought  that  the 
use  of  “reasonable  belief’  as  a  basis  for 
preprocedure  review  could  lead  to 
arbitrary  or  unfair  practices.  The 
regulation  clarifies  HCFA’s  intent 
regarding  preprocedure  review. 
However,  preprocedure  review  is 
required  only  when  a  PSRO  has  a 
reasonable  belief  based  on  either  (a) 
documentation  developed  by  the  I^RO 
or  (b)  other  sources  of  information,  that 
indicate  that  a  procedure  generally  in 
use  may  be  medically  unnecessary  or 
inappropriately  utilized. 

(4)  Some  commenters  thought  that 
preprocedure  review  could  constitute  a 
burden  to  small  rural  hospitals  that  do 


not  have  enough  associated  physicians 
to  do  the  review.  Although  this  may  be 
true,  the  patient’s  interest  in  avoidhig 
the  risks  of  an  unnecessary  procedure 
outweigh  the  potential  reviewer 
difficulties  involved  in  completing 
review,  and  we  have  not  excepted  rural 
hospitals  from  this  requirement. 

'There  is  increased  national  concern 
over  the  problem  of  inappropriate 
utilization  of  surgical  and  other  major 
diagnostic  and  therapeutic  procedures. 
As  noted  earlier  in  tUs  section,  the 
regulations  provide  for  PSROs  to  do 
preprocedure  review  when  problems  in 
inappropriate  utilization  are  known  or 
suspected.  Administratively,  HCFA 
assists  PSROs  in  the  problem 
identitication  process  through  the 
distribution  of  information  on  surgical 
procedures.  PSROs  are  expected  to  use 
this  information  in  their  objective  setting 
responsibilities  (42  CFR  462.6).  It  is 
through  the  objective  setting  process 
that  HCFA  will  monitor  PSROs’  efforts 
to  address  problems  of  inappropriate 
utilization  of  procediu^s.  If  HCFA 
discovers  that  a  PSRO  has  not 
addressed  inappropriate  utilization  of 
procedures,  HCFA  may  take 
administrative  action  imder  42  CFR 
463.10  and  463.11  to  require  the  PSFtO  to 
conduct  preprocedure  review. 

G.  Review  in  Case  of  Delayed 
Identification  of  Eligibility 

'This  section  has  been  clarified  in 
response  to  comments.  It  provides  the 
same  review  procedures  as  would  have 
been  used  had  the  patient  been 
identified  as  a  Medicare  or  Medicaid 
patient  on  admission.  Such  cases  are  to 
be  reviewed  as  soon  as  practical  after 
identification,  but  no  later  than  three 
working  days  after  identification  if  the 
patient  is  in  the  hospital  at  the  time  of 
identification.  The  methods  for  handling 
adverse  determinations  in  cases  of 
delayed  identification  of  eligibility  are 
also  included  in  the  final  regulations. 

We  have  not  specified  further  review 
procedures,  in  order  to  allow  sufficient 
flexibility  to  PSROs  in  developing 
procedures. 

H.  Notice  of  Adverse  Determination 

(1)  Commenters  suggested  that  denial 
notices  should  be  rendered  at  the  time 
of  determination. 

We  agree  and  the  rule  was  changed  to 
state  that  the  notice  shall  be  personally 
delivered  whenever  feasible. 
Appropriate  time  limits  are  specified, 
depending  on  the  circumstances,  and 
notice  provisions  are  included  to  cover 
situations  of  delayed  identification  of 
patient  eligibility  and  PSRO  review 


during  an  approved  length-of-stay 
period. 

(2)  Comments  have  suggested  that  the 
relationship  between  the  PSRO  and 
Title  V  recipients  regarding  the  efiect  of 
denial  notices  is  not  clear.  The  PSRO 
statute  does  not  provide  for  automatic 
denial  of  payment  in  the  case  of  a  Title 
V  recipient.  However,  a  PSRO  and  a 
Title  V  State  agehcy  may  arrange,  by 
memorandum  of  imderstanding,  that 
PSRO  review  determinations  will  be 
accepted  by  the  Title  V  agency  and  that 
the  I%RO  will  provide  a  reconsideration 
of  the  denial.  'Therefore,  the  regulation 
requires  that  a  notice  delivered  in  case 
of  an  adverse  determination  on  a  Title  V 
claim  explain  whether  or  not  the 
determination  is  accepted  by  the  Title  V 
agency  for  determining  payment  and 
whether  or  not  the  Title  V  recipient  and 
provider  have  a  right  to  a  PSRO 
reconsideration  of  the  denial. 

7.  PSROs  and  Health  Maintenance 
Organizations  (HMOs) 

'The  regulation  describes  review 
procedures  in  short-stay  hospitals, 
including  those  used  or  owned  by 
HMO’s.  Commenters  suggested  tiiat 
review  of  other  care  offered  by  prepaid 
health  plans  should  be  includ^  in  this 
regulation.  However.  HCFA  has  not  yet 
developed  procedures  for  review  of 
services  provided  outside  the 
institutional  setting,  so  we  do  not 
include  these  services  in  this  regulation. 

/.  Confidentiality 

The  regulations  provides  for  limited 
access  to  patient  records  to  provide 
information  necessary  to  perform  the 
PSRO  review  functions. 

(1)  Some  commenters  were  concerned 
that  the  inclusion  of  non-federally 
funded  patient’s  files  in  the  PSRO 
review  was  a  violation  of  a  patient’s 
privacy.  However,  this  is  not  the  case 
because  the  hospital  obtains  patient 
authorization  before  any  PSRO  use  of 
the  data. 'This  authorization  is  usually 
secured  in  writing  in  the  form  of  a 
permission  for  release  of  information,  so 
that  the  individual  is  aware  that  his 
records  may  be  disclosed. 

(2)  Commenters  suggested  increased 
confidentiality  safeguards  for  data  on 
private  patients.  Data  collected  on  all 
patients,  private  and  federally-funded, 
are  subject  to  substantial  confidentiality 
requirements  and  safeguards  (Sea  1166 
of  the  Act)  which  we  think  are  sufficient 
to  protect  the  interests  of  all  the  patients 
whose  files  are  reviewed.  However,  the 
response  below  is  also  pertinent 

(3)  Some  commenters  feared  that 
PSRO  data  from  patient’s  files  might  be 
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disclosed  under  the  Freedom  of 
Information  or  Privacy  Acts. 

It  is  our  position  that  the  release  of 
the  information  could  not  be  compelled 
under  these  statutes  because  they  do  not 
apply  to  PSROs  (Section  1166  of  the 
Act).  This  position  is  reflected  in  the 
proposed  nile  Confidentiality  and 
Disdosure  of  PSRO  Information  (44  FR 
3058,  Jan.  15, 1679).  However,  plaintiff  in 
a  recent  lawsuit,  ^blic  Citizen  Health 
Research  Group  v.  Department  of 
Health,  Education,  and  Welfare,  et  aL 
449  F.  Supp.  937  (D.D.C.  1978)  is  seeking 
disclosure,  under  the  Federal  Freedom 
of  Information  Act  (FOIA),  of  a 
substantial  amount  of  PSRO  information 
which  identifies  physicians  and 
hospitals.  In  the  event  of  a  final  court 
ruling  that  PSROs  are  subject  to  the 
FOIA  and  that  PSRO  data  cannot  be 
withheld  fiom  disclosure  under  the 
exemptions  of  the  FOIA.  substantial 
revision  of  the  proposed  regulation 
would  be  required.  There  has  been  no 
court  order  to  disclose  any  information 
at  this  time  and  final  resolution  of  the 
matter  is  expected  to  take  some  time. 

(4)  We  agree  with  commenters  who 
were  concerned  that  the  section  of 
regulations  regarding  cooperation 
between  the  PSRO  and  oAer 
government  agencies  might  be 
interpreted  to  permit  excessive  and 
unnecessary  di8closiu*e  of  information  to 
the  Title  V,  Medicare,  and  Medicaid 
agencies. 

The  intent  of  this  regulation  is  to 
encourage  data  exchange  to  th.?  extent  it 
would  serve  the  mutual  purposes  of 
PSROs  and  other  agencies  and  minimize 
duplicate  data  acquisition  activities. 
Accordingly,  the  language  of  the 
regulation  has  been  changed  to  clarify 
that  cooperation  between  these  agencies 
and  the  PSRO,  including  the  sharing  of 
information,  is  limited  to  that  necessary 
to  carry  out  PSRO  statutory  purposes. 

(5)  Commenters  recommended 
deletion  of  the  requirement  to  publish 
lists  of  those  hospital  senices  which  a 
PSRO  plans  to  review  prior  to 
admission.  PSROs  are  required  by 
Section  1155(a)(3)  of  the  Social  Security 
Act  to  publish  lists  of  services  subject  to 
preadmission  review.  Therefore,  this 
requirement  cannot  be  changed. 

K.  Timeframe  for  Review 

The  regulation  provides  for 
completion  of  ad^ssion  reviews  “as 
soon  as  feasible,  but  no  later  than  three 
working  days  after  the  admission."  We 
anticipate  that  this  language  will  permit 
most  reviews  to  be  completed  within 
one-two  days,  but,  for  exan^le,  will 
permit  small  hospitals  to  schedule 
reviews  within  the  three-day  limit,  so 


that  there  will  be  no  undue  burdens  on 
these  institutions. 

(1)  Many  commenters  suggested  that 
the  timeframe  be  shortened,  and  some 
suggested  that  it  be  lengthened.  As 
noted  above,  we  expect  most  reviews  to 
be  completed  as  quickly  as  possible,  but 
experience  indicates  that  a  decision  on 
whether  a  patient  needs  a  hospital  level 
of  care  can  be  made  on  the  basis  of  data 
available  within  three  days,  except  in 
extenuating  circumstances. 

(2)  Two  commenters  expressed 
concern  that  allowance  of  three  woriung 
days  for  review  would  leave  a  hospital 
liable  for  payment  for  care  in  case  of  a 
denial  of  reimbursement  by  the  Federal 
intermediaries  or  State  agencies. 

In  the  Medicare  program,  hospitals 
are  protected  fi'om  financial  liability  if 
they  had  no  knowledge  or  reason  to 
know  that  services  were  medically 
unnecessary,  as  determined  by  the 
PSRO  (42  CFR  405.162).  Therefore. 
Medicare  fiscal  intermediaries  would 
not  deny  payment  for  services  rendered 
prior  to  the  delivery  of  the  notice  of 
adverse  determination. 

In  the  Medicaid  program,  HCFA  ofiers 
FFP  for  hospital  services  rendered  to  a 
Medicaid  recipient  unless  a  PSRO 
disapproves  the  provisions  of  services. 
Section  1158(a)  of  the  Act  allows 
payment  if  the  claimant  is  found  to  be 
“without  fault”  in  the  delivery  of 
services.  A  regulation  is  under  review 
which  will  describe  the  circumstances 
under  which  a  claimant  would  be  found 
to  be  “without  fault” 

(3)  Commenters  raised  the  question  of 
whether  the  requirement  for  completion 
of  continued  stay  review  by  the  end  of 
the  initial  assigned  length-of-stay  date 
would  result  in  unnecessary  review 
activity  if  review  dates  must  be  set  only 
two  or  three  days  after  admission. 

The  review  must  be  completed  within 
the  assigned  length  of  stay.  In  some 
cases  this  may  occur  within  a  few  days 
of  admission.  However,  the  regulation 
allows  sufficient  flexibility  in ' 
developing  screening  dates  to  minimize 
unnecessary  reviews. 

L  PSRO  Relationship  with  Health 
Systems  Agencies  (HSAs)  Health 
Systems  Agencies,  created  under  the 
National  Health 

Manning  and  Resources  Development 
Act  of  1974  (Pub.  L  93-641),  were 
established  to  provide  for  areawide 
health  planning  and  to  guide  the 
development  of  health  resources  in  the 
health  systems  area.  Two  comments 
were  received  which  suggested  that  the 
relationship  between  F^Os  and  HSAs 
should  be  clarified  in  regulation.  This  is 
not  a  necessary  inclusion  in  this 


regulation  since  regulations  regarding 
HSAs  have  dealt  with  the  subject  (42 
CFR  122.1  et  seq.).  For  example,  these 
HSAs  are  required  to  seek  to  enter  into  - 
written  agreements  with  PSROs  to 
coordinate  their  respective  activities. 
These  agreements  must  contain,  at  a 
minimum,  provisions  detailed  in  42  CFR 
122.107(a)(10). 

M  Procedural  Issues 

Additional  comments  addressed 
numerous  procediu'al  issues  in  regard  to 
PSRO  hospital  review.  These  comments 
and  responses  are  as  follows: 

(1)  Commenters  noted  that  the 
proposed  regulation  required  federal 
pay  patients  to  be  identified  by  the 
PSRO  rather  than  the  hospital.  This  was 
an  error  and  has  been  corrected., 

(2)  Several  commenters  requested 
additions  to  the  definitions.  We  have 
added  definitions  of  concurrent  quality 
assmance  and  adverse  determination. 
The  other  terms  are  either  described  in 
or  may  be  understood  within  the  context 
of  the  body  of  the  regulations  or  have 
been  widely  used  in  the  Medicare  and 
Medicaid  programs. 

(3)  Comments  suggesting  minimum 
and  maximum  numbers  of  hospital  days 
that  could  be  assigned  as  an  initial 
length  of  stay  have  not  been  accepted, 
because  of  the  necessity  to  permit 
flexibility  within  the  PSRO  area. 

(4)  Commenters  made  three 
suggestions  regarding  the  notice  of 
adverse  action. 

(a)  That  only  relatives  may  be  notified 
if  the  patient  is  too  unstable  to  receive 
such  information.  The  regulation 
provides  that  the  notice  must  be  given  to 
the  patient,  or  a  relative,  or  an 
appointed  representative. 

(b)  That  the  notice  be  signed  only  by  a 
peer  of  the  attending  healffi  practitioner. 
The  regulation  requires  that  the  decision 
must  be  made  by  a  peer,  but  that  the 
notice  may  be  signed  by  any  individual 
authorized  to  do  so  by  the  PSRO. 

(c)  That  the  date  and  method  of 
delivery  be  included  in  the  notice.  We 
did  not  accept  this  suggestion  because  it 
would  be  an  unnecessary  administrative 
burden  and  this  information  is  included 
in  the  PSRO’s  case  file. 

(5)  Commenters  requested  that  two 
changes  be  made  to  the  requirements  for 
reviewers. 

(a)  That  a  reviewer  may  not  be  a 
member  of  the  same  professional 
organization  as  the  practitioner  whose 
work  is  being  reviewed.  We  did  not 
accept  this  suggestion  because  this 
disqualification  would  severely  limit  the 
numbers  of  available  peer  reviewers. 

(b)  That  PSRO  membership  be 
required  for  reviewers.  Section 
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1155(d)(1)  of  the  Act,  which  requires 
PSRO’s  to  encourage  all  physicians  to 
participate  in  review  functions  in  the 
area,  precludes  our  requiring  that 
reviewers  be  members  of  the  PSRO. 

(6)  Commenters  favored  expansion  of 
the  role  of  Ae  PSRO  in  discharge 
planning.  We  did  not  expand  this 
section  because  Ae  auAorized  PSRO 
role  does  not  include  discharge 
planning,  except  as  provided  m  Section 
1158(d)  of  Ae  Act. 

(7)  Suggestions  for  changes  mcluded 
setting  time  limits  for  HCFA  to  approve 
alternative  review  meAods  and  to  act 
on  a  hospital’s  refusal  to  enter. 

We  mtend  to  act  on  Aese  issues  in  a 
timely  manner.  However,  we  wish  to 
maintain  Ae  flexibility  to  negotiate 
these  issues  wiA  Ae  parties  involved, 
so  we  have  not  limited  the  time 
available  for  negotiation. 

(8)  Some  conunenters  suggested 
deleting  requirements  for  PSRO  reports. 

These  reports  are  necessary  to  assure 
adequate  information  for  administration 
of  Ae  program  as  well  as  being  a 
requirement  of  Ae  statute  (Section 
1157). 

N.  Delegation  of  PSRO  Review  to 
Hospitals 

The  regulation  provides  a  process  for 
the  PSRO  to  delegate  Ae  conduct  of 
concurrent  review  and  MCE  studies  to 
capable  hospitals  Aat  desire  to  perform 
these  functions. 

Commenters  offered  suggestions  on 
this  process  as  follows: 

(1)  Hospital  submission  of  letter  of 
interest. 

(a)  The  hospital,  not  Ae  hospital’s 
review  committee,  should  forward  the 
letter  of  mterest.  ’This  change  has  been 
made. 

(b)  'The  chairman  of  Ae  governing 
board  should  sign  Ae  letter. 

It  is  usua^for  Ae  chief  administrative 
official  of  Ae  hospital  to  act  for  Ae 
governing  board  m  matters  of  Ais  sort. 
The  regulation  recognizes  Ais  and  Ae 
language  of  Ae  proposed  rule  is 
maintamed.  However,  Ais  m  no  way 
precludes  Ae  chairman  horn  signing  Ae 
letter,  as  well  as  Ae  two  signors 
required  by  Ae  regulation. 

(2)  Hospital  submission  of  a  review 
plan.  Commenters  suggested  Aat  State 
Medicaid  agencies  be  given  Ae 
auAority  to  develop  jomtly  wiA  Ae 
hospital  Ae  section  of  Ae  review  plan 
describing  MeAcaid  hospital 
relationsAps. 

We  agree  and  have  revised  Ae 
regulation  to  allow  this  Avolvement 
between  Ae  providers  and  Ae  paying 
agencies. 


(3)  PSRO  determination  of  a  hospital’s 
capability.  Conunenters  suggested  Aat 
the  State  Medicaid  agencies  be  Avolved 
in  this  process  m  Ae  following  ways: 

(a)  To  review  and  approve  criteria  for 
delegation  and  reassessment  of 
delegation. 

We  did  not  accept  Ae  suggestion  to 
include  Ais  m  Ae  regulation  because 
Ais  is  the  sole  responsibility  of  the 
PSRO  (Section  1155(e)  of  Ae  Act). 
However,  we  encourage  the  PSRO  to 
use  all  available  resources,  mcluding  Ae 
State  MeAcaid  agencies,  m  developing 
criteria. 

(b)  To  document  a  hospital’s  lack  of 
capability  to  perform  delegated  review 
and  have  Ais  documentation  be  a  sole 
ground  for  Departmental  disapproval  of 
Ae  delegation. 

We  anticipate  Aat  Ae  State  agency, 
as  part  of  its  momtoring  function,  will 
compile  mformation  and 
reconunendations  m  regard  to  a 
delegated  hospital’s  review  capability. 
HCFA  will  take  Ais  mformation  mto 
consideration  when  we  determine  if 
there  is  good  cause  for  Asapproval  of  a 
PSRO’s  delegation  determination. 
However,  Ae  State  agency’s 
recommendation  will  not  be  Ae  sole 
determinant. 

(4)  PSRO/hospital  written  delegation 
agreement  or  PSRO  initiation  of  review 
in  nondelegated  hospitals. 

(a)  It  was  suggested  Aat  Ae 
requirement  for  HCFA  approval  of  a 
hospital  model  agreement  be  deleted. 

We  agreed  Aat  HCFA  approval  of  a 
model  agreement  is  not  necessary,  since 
the  specihc  provisions  required  m  Ae 
agreement  are  listed  in  §  466.35.  ■ 

(b)  A  commenter  suggested 
withholding  implementation  of 
nondelegated  review  when  a  hospital 
desires  delegation  but  needs  technical 
assistance  to  improve  its  review 
capabilities. 

The  PSRO  may  revise  its  timeAble  for 
implementation  of  nondelegated  review 
and  provide  technical  assistance  to  Ae 
hospital  to  help  it  achieve  delegated 
status.  However,  Ae  PSRO  may 
implement  nondelegated  review  pending 
a  hospital’s  development  of  delegated 
review  capabUity. 

(c)  Several  commenters  suggested 
partial  delegations. 

(i)  A  comment  suggested  delegation  of 
ei  Aer  Ae  review  coordmator  or 
physician  reviewer  functions. 

’This  was  allowed  in  Ae  proposed 
regulation  and  has  been  retameA 

(ii)  It  was  suggested  Aat  a  hospital 
department  could  receive  delegation 
even  if  Ae  whole  hospital  could  not 

We  did  not  accept  this  suggestion 
because  a  PSRO  needs  to  work  wiA  Ae 


administration  of  Ae  whole  hospital,  as 
well  as  Ae  staff  of  Ae  various 
departments,  to  be  effective. 

(iii)  Delegation  of  eiAer  admission  or 
continued  stay  review  was  suggq^ted. 

This  was  not  accepted  because  it 
would  be  mefficient  to  delegate  only  a 
part  of  A'e  concurrent  review  process. 

(d)  Some  commenters  recommended 
deletion  of  HCFA’s  right  to  disapprove 
delegations. 

This  disapproval  auAority  is  statutory 
(Section  1155(e)(1)).  so  it  will  not  be 
modified. 

(e)  Several  comments  were  received 
suggesting  additions,  moAfications  or 
deletions  of  timeframes. - 

We  did  not  accept  Aese  suggestions 
because  Ae  experience  of  PSRO’s  has 
shown  Aese  timeframes  to  be 
appropriate. 

(g)  One  commenter  recommended  that 
Ae  section  on  PSRO  procedures  in  a 
nondelegated  hospital  mclude  a 
statement  of  confidentiality. 

The  specifrc  provisions  on 
confidentiality  are  being  adAessed  m 
another  regulation  and  are  not  included 
here  (proposed  rule  44  FR  3058,  Jan.  15. 
1979). 

(8)  A  commenter  suggested  Aat 
meAods  for  replacement  of 
unsatisfactory  PSRO  employees  be 
mcluded  m  tAs  regulation. 

PSRO’s  are  private  employers,  and 
Ais  regulation  will  not  be  used  to 
establish  PSRO  employment  practices. 

O.  Medicaid/PSRO  Mejnorandum  of 
Understanding  (MOU) 

Commenters  recommended  Aat 
provisions  be  mcluded  in  regulations  for 
MOUs  between  PSROs  and  State 
MeAcaid  agencies.  Regulations 
regarding  such  MOUs,  and  HCFA 
Ascussion  of  Ae  reasons  for  Ae 
regulations,  are  foimd  m  publication  of 
Ae  final  PSRO  “Assumption  of  Review 
Responsibility’’  regulations,  in  Ae 
Federal  Register  on  February  22, 1978 
(43  FR  7400).  Therefore,  Ais  subject  is 
not  mcluded  m  this  regidation. 

P.  PSRO  Disputes  with  Delegated 
Hospitals 

(1)  One  commenter  was  concerned 
Aat  HCFA  settlement  of  Asputes  would 
mean  Aat  oAer  modes  of  settlement 
were  precluded  AdAtionally,  Ae  writer 
suggested  Aat  guideUnes  be  set  for 
HCFA  to  follow  m  making  a 
detemiAation  A  regard  to  Asputes. 

’The  regulation  has  been  revised  to 
permit  Ae  hospital  to  seek  a 
reconsideration  of  a  PSRO 
determination  fit)m  Ae  PSRO,  and 
permits  complaints  to  HCFA  Ae 
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outcome  of  the  reconsideration  is 
unsatisfactory. 

(2)  Another  commenter  suggested  that 
disputes  first  be  handled  by  Statewide 
Councils  in  areas  where  these  groups 
are  functioning. 

The  Statewide  Council  does  not  have 
a  statutory  role  in  delegation  disputes 
and  we  believe  that  the  disputes  can  be 
resolved  most  expeditiously  by  not 
including  an  additional  layer  of  review. 

Q.  Reconsideration  of  a  Hospital’s 
Capability  to  Perform  Delegated  Review 

(1)  A  suggested  change  in  language 
has  been  accepted. 

The  language  of  the  final  rule  clarifies 
the  intent  of  allowing  a  hospital  a  period 
of  up  to  60  days  to  submit  a  request  for 
reconsideration. 

(2)  We  did  not  accept  the  suggestion 
that  the  reconsideration  committee 
consist  of  local  physician  review 
committee  members. 

This  will  permit  any  PSRO  physician 
to  be  a  member  of  the  reconsideration 
committee. 

R.  Hospital  Review  Committee 

One  commenter  suggested  that  a 
hospital  review  committee  of  one 
physician  (“one  or  more  physicians”) 
would  be  inadequate. 

We  have  retained  this  description  to 
permit  flexibility  in  imusual  situations, 
such  as  small  rural  hospitals  with 
limited  access  to  reviewers. 

5.  Previously  Approved  Delegations 

Section  466.1(b)(2)  provides  that  the 
requirements  specifying  the  process  of 
delegation  would  not  apply  if  a  hospital 
had  been  delegated  review  activities 
prior  to  the  effective  date  of  these 
regulations.  These  existing  delegations 
would  have  been  made  according  to 
procedures  outlined  in  PSRO  guidelines 
(PSRO  Program  Manual,  Section  720). 
One  conunenter  recommended 
incorporating  the  actual  language  of 
these  guidelines  in  the  regulation. 

We  have  incorporated  this  process  of 
delegation  by  reference.  We  do  not 
agree  that  it  is  also  necessary  to 
incorporate  the  language  since  it  is 
replaced  by  this  regulation. 

T.  Norms,  Criteria  and  Standards 

The  language  of  §  466.53  has  been 
clarified  to  be  consistent  with  §  466.13 
and  the  comments  received  regarding 
review  of  procedures.  Thus,  criteria 
specifying  the  necessity  for  elective 
surgical  or  otlier  major  diagnostic  or 
therapeutic  procedures  are  included 
along  with  the  other  criteria  described 
as  necessary  for  concurrent  review. 


(1)  The  regulation  provides  for 
establishment  by  PSROs  of  certain 
diagnoses,  conditions,  clinical  areas,  or 
procedures  which  would  be 
automatically  certified  for  admission. 

These  will  be  identified  on  the  basis 
of  an  analysis  of  normative  data  and 
prior  experience  documenting 
consistently  appropriate  utilization  of 
services. 

Some  commenters  suggested  that 
collecting  data  for  analysis  would  not  be 
necessary  in  all  cases.  For  example, 
commenters  stated  that  certain 
diagnoses,  problems  and  conditions  may 
be  exempted  from  review  because  of 
wide  agreement  of  appropriate  level  of 
care. 

We  agree  that  analysis  would  not  be 
necessary  in  all  cases  and  have  added  a 
new  category  which  provides  for 
identification  of  diagnoses,  problems,  or 
conditions  (e.g.,  endotoxic  shock,  acute 
pulmonary  embolism,  or  open  compound 
fracture),  which  would  justify  a  hospital 
level  of  care.  These  automatically 
certified  diagnoses,  problems,  and 
conditions  are  to  be  in  the  PSROs’ 
criteria  sets  which  are  submitted  to 
HCFA  for  review.  Any  significant 
differences  from  regional  criteria  will  be 
referred  by  HCFA  for  review  to  the 
National  Council. 

(2)  The  Preamble  to  the  proposed 
regulation  stated  that  the  review  ' 
coordinator  might  alter  length-of-stay 
projections  to  allow  for  individual 
patient  differences.  Since  length-of-stay 
projections  are  criteria  defining  the  time 
at  which  patients  of  similar  age  and 
diagnosis  or  condition  would  be 
expected  to  be  ready  for  discharge,  this 
m(^fication  for  individual 
circumstances  is  appropriate. 

One  commenter  suggested  that  the 
decision  to  alter  this  projection  should 
be  made  by  a  PSRO  physician  rather 
than  a  review  coordinator. 

We  did  not  modify  the  language  in  the 
regulation  to  define  this  activity. 
However,  we  anticipate  that  PSROs  will 
permit  the  review  coordinator  to  adjust 
length-of-stay  projections,  with  the 
guidance  of  a  physician  advisor. 

For  example,  the  PSRO  may  choose  to 
define  limits  within  which  a  review 
coordinator  would  be  fi^e  to  adjust 
length-of-stay  projections. 

(3)  Commenters  recommended 
clarification  of  the  definitions  of  norms, 
criteria,  and  standards,  particularly  in 
regard  to  “regional  norms,  criteria,  and 
standards." 

No  revision  of  the  definitions  is 
needed  since  the  definitions  of  norms, 
criteria,  and  standards  are  those  which 
have  been  in  use  throughout  the  PSRO 
program  for  several  years  and,  to  our 


knowledge,  have  not  produce^ 
misunderstanding  among  the  people 
who  must  use  them.  Use  of  the  term 
“regional  norms,  criteria,  and 
standards”  is  clarified  by  the  usage 
within  the  body  of  the  regulations,  and 
further  guidelines  on  its  meaning  are 
being  developed  by  HCFA. 

(4)  It  was  suggested  that  retention  of 
HCFA  responsibility  for  identification  of 
significant  differences  from  regional 
norms,  criteria,  and  standards  would 
weaken  local  PSRO  authority. 

HCFA  cannot  disapprove  the  norms. 
Only  the  National  Professional 
Standards  Review  Coimcil  can  do  this. 
The  objective  of  retention  of  HCFA 
responsibility  is  to  ease  the  enormous 
administrative  burden  of  reviewing  the 
norms  frnm  all  of  the  PSROs  which  is 
placed  on  the  National  Council.  Hence, 
the  HCFA  role  is  to  assist  the  National 
Council  in  the  identification  of  variant 
norms,  criteria,  and  standards. 

(5)  Commenters  expressed  concern 
that  misinterpretations  would  re^lt  if 
the  PSRO  norms,  criteria,  and  standards 
were  made  available  to  the  public. 
Therefore,  they  suggested  that  this 
section  be  deleted.  One  comment  was 
received  which  requested  expanded 
disclosure  of  PSRO  methods  and 
activities.  Others  advocated  changing 
the  requirement  for  notification  of 
availability  from  publication  in  local 
“medical  periodicals”  to  publication  in 
“relevant  professional  periodicals”  in 
order  to  increase  the  involvement  of 
health  care  practitioners  other  than 
physicians. 

This  disclosure  represents  a  means  to 
inform  consumers  of  the  standards 
against  which  medical  necessity  and 
appropriate  level  of  care  and 
consequent  reimbursement  of  their 
health  services  are  being  measured.  In 
addition,  the  use  of  the  term  “medical 
periodicals”  should  be  adequate  to 
ensure  disclosure  in  any  professional 
health  care  publications  which  serve 
practitioners  other  than  physicians. 

42  CFR  Chapter  IV  is  amended  by 
adding  a  new  Part  466  to  read  as 
follows: 

PART  466— PSRO  HOSPITAL  REVIEW 
Subpart  A— Oanaral  Provisions 

Sec. 

466.1  Statutory  provisions  and  applicability. 

466.2  Definitions. 

466.3  Review  objectives. 

466.4  Examination  of  the  operation  and 
records  of  hospitals. 

466.5  Refusal  of  hospital  to  allow  PSRO 
entry  and  performance  of  review. 

466.6  Reports  to  HCFA. 
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Subpart  B-^SRO  Review 

Sec. 

466.10  General  requirements  for  concurrent 
review. 

466.11  Admission  review. 

466.12  Continued  stay  review. 

466.13  Elective  procedures  review. 

466.14  Preadmission  review. 

466.15  Modifications  of  review  activities. 

466.16  Notice  of  adverse  determination. 

466.17  Informing  discharge  planners. 

466.18  Medical  care  evaluation  (MCE) 
studies. 

466.19  Profile  analysis. 

466.20  Involvement  of  health  care 
practitioners  other  than  physicians. 

466.21  Reviewer  qualifications  and 
participation. 

466.22  Alternative  review  methods. 

Subpart  C— Delegated  Review 

466J0  Opportunity  for  hospitals  to  seek 
delegation. 

466.31  Letter  of  interest. 

466.32  Details  of  delegated  review  plan. 

466.33  Determination  and  notice  of  hospital 
capability. 

466.34  Delegation  of  review  activities. 

466.35  Agreement  with  delegated  hospitals. 

466.36  PSRO  monitoring  and  reassessment 
of  hospital  capability. 

466.37  Reconsiderations. 

466.38  Monitoring  by  HCFA. 

466.39  PSRO  responsibilities  when 
delegation  is  denied,  withdrawn,  or 
disapproved. 

Subpart  D— Norms,  Criteria,  and  Standards 
for  Review 

466.50  Basic  requirement  for  PSRO  area 
norms,  criteria,  and  standards. 

466.51  Establishment  of  norms,  criteria,  and 
standards. 

466.52  Dissemination  of  norms,  criteria,  and 
standards. 

466.53  Use  of  norms,  criteria,  and  standards. 

466.54  Revisions. 

466.55  Regional  norms,  criteria,  and 
standards. 

466.56  Review  of  PSRO  norms,  criteria,  and 
standards. 

Authority:  Secs.  1102. 1155. 1156.  and  1165 
of  the  Sociat  Security  Act  (42  U.S.C.  1302. 
1320c-4v  1320C-5,  and  1320c-14). 

Subpart  A — General  Provisions 

§  466.1  Statutory  provisions  and 
applicability. 

(a)  Statutory  provisions.  (1)  Section 
1155(a)  of  the  Social  Security  Act 
requires  that  each  PSRO  assume,  at  the 
earliest  date  practicable  after 
designation  of  a  PSRO  by  HCFA. 
responsibility  for  the  review  of  the 
professional  activities  of  institutional 
and  non-institutional  providers  and 
physicians  and  other  health  care 
practitioners  in  the  provision  of  health 
care  services  under  Medicare,  Medicaid, 
and  the  Maternal  and  Child  Health  and 
Crippled  Children’s  programs.  The 
purpose  of  PSRO  review  is  to  determine 
whether 


(1)  The  services  and  items  are  or  were 
medically  necessary; 

(ii)  The  quality  of  the  services  meets 
professionally  recognized  standards  of 
health  care;  and 

(iii)  Those  services  and  items 
proposed  to  be  provided  on  an  inpatient 
basis  could,  consistent  with  the 
provision  of  appropriate  medical  care, 
be  effectively  provided  on  an  outpatient 
basis  or  more  economically  in  an 
inpatient  health  care  facility  of  a 
different  t3rpe. 

(2)  Section  1155(e)  of  the  Act  requires 
PSROs  to  use  the  services,  and  accept 
the  findings,  of  hospital  review 
committees  that  demonstrate  their 
capacity  to  carry  out  review  functions  in 
a  timely  and  effective  manner  and 
provides  that  the  Secretary  may,  for 
good  cause,  disapprove  such 
acceptance. 

(3) .  Section  1156  of  the  Act  requires 
that,  in  carrying  out  its  review 
responsibilities,  each  PSRO  shall  apply 
professionally  developed  norms  of  care, 
diagnosis,  and  treatment  based  upon 
typical  patterns  of  practice  in  its  area  as 
principal  points  of  evaluation  and 
review. 

(b)  Applicability.  (1)  Unless  otherwise 
indicated,  the  provisions  of  this  part 
apply  to  hospital  review  functions 
performed  by  the  PSRO  or  by  hospital 
review  committees  to  which  the  PSRO 
has  delegated  those  functions  In 
accordance  with  Subpart  C  of  this  part. 

(2)  However,  the  provisions  on 
notification,  evaluation  prior  to 
delegation,  and  delegation  (§  466.30 
through  §  466.35)  do  not  apply  if  a 
delegation  took  place  before  [the 
effective  date  of  this  part)  under 
procedures  approved  by  ^e 
Department. 

§  466.2  Defintttons. 

As  used  in  this  Part,  unless  the 
context  indicates  otherwise: 

"Ac/ "means  the  Social  Security  Act 
(42  U.S.C.  Chap.  7). 

“Active  staff  privileges  in  hospital" 
means:  (a)  that  a  physician  is  authorized 
on  a  regular,  rather  than  infrequent  or 
courtesy,  basis;  (1)  to  order  the 
admission  of  patients  to  a  hospital;  (2)  to 
perform  diagnostic  services  in  a 
hospital;  or  (3)  to  care  for  and  treat 
patients  in  a  hqspital;  or  (b)  that  a 
health  care  practitioner  other  than  a 
physician  is  authorized  on  a  regular, 
rather  than  infrequent  or  courtesy,  basis 
to  order  the  admission  of  patients  to  a 
hospital. 

“Admission  review”  means  a  review 
and  determination  by  a  PSRO  of  the 
medical  necessity  and  appropriateness 


of  a  patient’s  admission  to  a  hospital 
level  of  care. 

“Adverse  determination” means  an 
initial  negative  decision  by  a  PSRO,  or 
by  a  delegated  hospital  review 
committee,  regarding  the  medical 
necessity,  quality,  or  appropriateness  of 
health  care  services  provided  or 
proposed  to  be  provided  to  a  patient. 

“Assigned  length  of  stay”  means  the 
number  of  days  between  admission  and 
the  date  the  PSRO  would  ordinarily 
complete  the  determination  of  the 
medical  necessity  of  continued  hospital 
stay. 

“Area”  means  the  geographic  area  for 
which  a  PSRO  has  been  designated. 

“Automatic  certification”  means 
PSRO  approval  of  the  provision  of 
health  care  services  to  a  patient  without 
performance  of  admission  review,  or 
without  performance  of  both  admission 
review  and  continued  stay  review. 

“Certified  length  of  stay”  means  a 
period  of  time  which  a  PSRO  approves 
as  a  medically  necessary  and 
appropriate  pieriod  for  a  patient  to 
receive  inpatient  care  in  a  hospital. 

“Concurrent  quality  assurance" 
means  a  form  of  review  that  focuses  on 
the  quality  of  health  services  furnished 
to  individual  patients,  performed  while 
the  patient  is  in  the  hospital. 

“Concurrent  review”  means  a  review 
and  determination  focused  on  the 
necessity  and  appropriateness  of 
inpatient  hospital  services  performed 
while  the  patient  is  in  the  hospital.  It 
includes  admission  review,  continued 
stay  review  and,  wheit  appropriate, 
procedure  review. 

“Continued  stay  review”  means  PSRQ 
review  and  determination,  after 
admission  review  and  during  a  patient’s 
hospitalization,  of  the  medical  necessity 
and  appropriateness  of  continuing  the 
patient’s  stay  at  a  hospital  level  of  care. 

'Criteria  ”  means  predetermined 
elements  of  health  care,  developed  by 
health  professionals  relying  on 
professional  expertise,  prior  experience, 
and  the  professional  literature,  with 
which  aspects  of  the  quality,  medical 
necessity,  and  appropriateness  of  a 
health  care  service  may  be  compared. 

“Delegated  Hospital”  means  a 
hospital  to  which  PSRO  review 
functions  are  delegated  under  Subpart 
C. 

“Elective,  ”  when  applied  to  admission 
or  to  a  health  care  service,  means  an 
admission  or  a  service  that  can  be 
delayed  without  substantial  risk  to  the 
health  of  the  individual. 

“Federal program  patient"  means  a 
patient  who  is  or  may  be  eligible  to  have 
payment  made  on  his  behalf  under  the 
Medicare,  Medicaid,  or  Maternal  and  • 
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Child  Health  and  Crippled  Children’s 
programs. 

“HCFA  ”  means  the  Health  Care 
Financing  Administration. 

“Health  care  practitioners  other  than 
physicians  "  means  those  health 
professionals  who  do  not  hold  a  doctor 
of  medicine  or  doctor  of  osteopathy 
degree,  who  meet  all  applicable  State  or 
Federal  requirements  for  practice  of 
their  professions,  and  who  are  in  active 
practice. 

“Health  care  service”  means  a  service 
or  item,  including  hospitalization,  for 
which  payment  may  be  made  (in  whole 
or  in  part)  under  the  Act. 

“Hospitat'  means  a  health  care 
institution  or  distinct  part  of  a  health 
care  institution,  as  defined  in  Section 
1861(e)-(g)  of  the  Act,  other  than  a 
Christian  Science  sanatorium  operated, 
or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston, 
Massachusetts. 

“Hospital  review  committee"  means  a 
committee  established  to  direct  PSRO 
review  in  a  delegated  hospital. 

“Independent  admitting  privilege" 
means  ^e  privilege  granted  to  a 
practitioner  to  place  patients  in  a 
hospital  on  his  own  initiative  without 
having  to  obtain  the  concurrence  of  any 
other  health  care  practitioner. 

“Intermediate  care  facility  (ICFf' 
means  a  health  care  institution  or 
distinct  part  of  an  institution  that  (a) 
provides  health  related  care  services  to 
individuals  who  do  not  require  hospital 
or  skilled  nursing  facility  care,  and  (b)  is 
certified  to  participate  in  the  Medicaid 
program. 

“Length-of-stay  norms"  means 
established  statistical  measures  of 
average  lengths  of  stay  for  patients  of 
similar  age  and  diagnosis  or  condition. 

“Length-of-stay  projection"  means  a 
criterion  which  defines  the  time  at 
which  patients  of  similar  age  and 
diagnosis  or  condition  would  be 
expected  to  be  ready  for  discharge. 

“Major  clinical  area"  means 
medicine,  surgery,  pediatrics,  obstetrics 
and  gynecology,  or  psychiatry. 

“Major  procedure"  means  a 
diagnostic  or  therapeutic  procedure 
which  involves  a  surgical  or  anesthetic 
risk  or  requires  highly  trained  personnel 
or  special  facilities  or  equipment. 

“Medical  care  evaluation  (MCE) 
study'  means  an  assessment  performed 
retrospectively,  of  the  quality,  or  nature 
of  the  utilization,  of  health  care  services. 
If  indicated,  corrective  action  is  taken, 
and  a  subsequent  assessment  is  made  of 
the  impact  of  the  corrective  action. 

“National  Council  means  the 
National  Profsssiwial  Standards  Review 
ComuiL 


“Nondelegated  hospital'  means  a 
hospital  in  which  the  PSRO  conducts 
review  activities  using  its  own  review 
procedures,  and  has  not  delegated 
review  activities  to  the  hospital  under 
Part  466,  Subpart  C  of  this  ^apter. 

“Norms"  means  numerical  or 
statistical  measiu^  of  average  observed 
performance  in  the  delivery  of  health 
care  services. 

“Other  attending  health  care 
practitioneF'  means  a  practitioner,  other 
than  physician,  who  has  independent 
hospital  admitting  privileges  or  primary 
responsibility  for  care  of  a  particular 
patient,  or  both. 

"Peer  review”  means  review  by 
health  care  practitioners  of  services 
ordered  or  furnished  by  other 
practitioners  in  the  same  professional 
field. 

“Physician"  means  a  doctor  of 
medicine  or  osteopathy  or  another 
individual  who  is  authorized  under  State 
or  Federal  law  to  practice  medicine  and 
surgery,  or  osteopathy  (including 
medical  officers  in  American  Samoa,  the 
Northern  Mariana  Islands,  and  the  Trust 
Territory  of  the  Pacific  Islands). 

“Preadmission  review”  means  a 
PSRO  review  and  determination,  prior 
to  a  patient's  admission  to  a  hospital,  of 
the  medical  necessity  and 
appropriateness  of  an  elective  health 
care  service. 

“Procedure  review^'  means  a  review 
and  a  determination  by  a  PSRO  of  the 
medical  necessity  of.  and 
appropriateness  of  hospital  level  of  care 
for.  surgery  or  other  major  diagnostic  or 
therapeutic  procedure. 

“Profile"  means  aggregated  data  in 
formats  that  display  patterns  of  health 
care  services  over  a  defined  period  of 
time. 

“Profile  analysis"  means  review  and 
analysis  of  profiles  to  identify  and 
consider  patterns  of  health  care 
services. 

“PSRO”  means  Professional 
Standards  Review  Organization. 

“PSRO  representative”  means  a 
physician  or  other  health  care 
practitioner  or  an  appropriately  trained 
individual  who  performs  hospital  review 
activities  on  behalf  of  the  PSRO. 

“PSRO  review”  means  a  review 
performed  by  a  PSRO  or  by  a  hospital 
review  committee  to  which  the  PSRO 
has  delegated  review  functions. 

“Regional  norms,  criteria,  and 
standards”  means  norms,  criteria,  and 
standards  that  apply  to  a  geographic 
division  which  is  larger  than  a  PSRO 
area. 

“Secretary”  means  the  Secretary  of 
Health,  Education,  and  Welfare  or  any 
other  officer  or  employee  of  the 


Department  of  Health,  Education,*and 
Welfare  to  whom  the  authority  involved 
may  be  delegated. 

“Skilled  nursing  facility  (SNFf' 
means  a  health  care  institution  that  (a) 
is  primarily  engaged  in  providing  skilled 
nursing  care  or  rehabilitative  services  to 
injured,  disabled,  or  sick  persons,  and 
(b)  is  certified  to  participate  in  Medicare 
or  Medicaid  or  both. 

“Standards"  means  professionally 
developed  expressions  of  the  range  of 
acceptable  variation  from  a  norm  or 
criterion. 

“Working  day'  means  any  one  of  at 
least  five  days  of  each  week  (excluding, 
at  the  option  of  each  PSRO.  legal 
holidays)  on  which  the  necessary 
personnel  are  available  to  perform 
review  in  the  hospital. 

S  466.3  Review  objectives. 

(a)  PSRO  review  objectives.  In  order 
to  satisfy  the  statutory  provisions,  each 
PSRO  must  establish  objectives  for 
hospital  review,  initiate  actions  to 
achieve  these  objectives,  and  document 
the  results  of  efforts  and  the  impact  of 
review  on  the  PSRO  area. 

The  objective  setting  process  for 
hospital  reviews  includes: 

(1)  Identifying  problem  areas; 

(2)  Setting  objectives: 

(3)  Defining  a  methodology  or  strategy 
for  accomplishing  these  objectives: 

(4)  Assessing  the  results  of  activities 
to  achieve  objectives: 

(5)  Providing  feedback  of  the  results  to 
affected  health  care  practitioners  and 
providers;  and 

(6)  Establishing  new  or  revised 
objectives. 

(b)  HCFA  review.  HCFA  reviews 
PSRO  objective  setting  process  as 
described  in  §  462.6(b)(6)  and  assesses 
the  results  of  the  objective  setting 
activities  described  in  this  part,  and  in 
42  CFR  463.11. 

§  466.4  Examination  of  the  operation  and 
records  of  hospitals. 

(a)  PSRO  authorization  to  examine  for 
certain  purposes.  A  PSRO  may  examine 
the  operation  and  records  pertinent  to 
health  care  services  provided  to  Federal 
program  patients  in  any  hospital  in  the 
PSRO  area,  as  necessary  to: 

(1)  Perform  nondelegated  review 
functions: 

(2)  Evaluate  cases  which 
preadmission  review,  concurrent  review, 
MCE  studies,  or  profile  analyses  have 
shown  to  deviate  from  the  PSRO  norms, 
criteria,  or  standards: 

(3)  Evaluate  the  capability  of  the 
hospital  to  assume  delegate  PSRO 
fun^ons;  or 
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(4)  Mbnitor  the  performance  of  a 
hospital  that  has  assumed  delegated 
PSRd  functions. 

(b)  Records  non-Federal  program 
patients.  A  PSRO  may  examine  the 
records  of  patients  odier  than  Federal 
program  patients  only  if  access  to  diose 
records  is  authorized  by  the  hoq)itaL 

(c)  Conditions  of  examination.  When 
examining  a  hospital's  operation  or 
records  the  PSRO  must 

(1)  Limit  the  examination  to  those 
operaticms  and  records  necessary  to 
achieve  the  purposes  of  paragra^  (a)  of 
this  section; 

(2)  Cooperate  ivith  agencies 
responsible  for  other  examination 
functions  under  Federal  programs  in 
order  to  minimize  duplication  of  effort; 

(3)  Conduct  the  examinations  during 
reasonable  hours: 

(4)  Maintain  written  records  of  the 
examination  in  its  principal  office;  and 

(5)  Provide  copies  of  written  reports, 
which  may  result  from  the  examination, 
to*. 

(i)  Appropriate  members  of  the 
medical  staff  of  the  hospital,  and 

(ii)  The  chief  administrative  ofricial  of 
the  hospital,  and 

(iii)  Ihe  Chairman  of  the  Board  of 
Trustees  (or  odier  governing  body)  of 
the  hospital. 

S  466.5  Refusal  of  hospital  to  allow  PSRO 
entry  and  performance  of  review. 

If  a  hospital  refuses  to  allow  a  PSRO 
to  enter  and  perform  all  PSRO  duties 
and  fimctions  required  under  this  part 
the  PSRO  may  determine  that  the 
hospital  has  violated  the  obligations 
imposed  under  Section  1160(a)(1)(C)  of 
the  Act  and  report  the  matter  to  HCFA. 

$466.6  Reports  to  HCFA 

Each  PSRO  shall  submit  reports,  at 
the  times  and  in  the  form  that  HCFA 
may  require,  to  show  how  it  has  fulfilled 
the  responsibilities  specified  in  this  part. 

Subpart  B — PSRO  Review 

$  466.10  General  requirements  for 
concurrent  review. 

(a)  Candidates  for  review.  Except  as 
provided  in  $  466.15.  a  PSRO  must 
perform  admission  and  continued  stay 
review  and.  when  appropriate, 
procedure  review  on  each  Federal 
program  patient  identified  by  the 
hospital. 

(b)  Basis  for  determination  of 
appropriateness.  (1)  In  the  case 
Medicare  beneficiaries,  the  PSRO  must 
determine  whether  a  particular  level  of 
care  is  appropriate  in  accordance  with 
the  level-of-care  provisions  in  Sections 
1814  and  1861  of  the  Act.  42  CFR  405.116. 


405.126-405.128a,  and  pertinent 
guidelines  issued  by  HCFA. 

(2)  In  the  case  of  Medicaid  recipients, 
the  PSRO  must  determine  whether  a 
particular  level  of  care  is  ai^ropriate  in 
accordance  with  the  levelH)f-care 
provisions  in  Section  1905  (C),  (d)  and  (f) 
of  the  Act  42  CFR  Part  442,  ^bpa^  C 
D,  E,  F.  and  G  and  pertinent  guidelines 
issued  by  HCFA. 

(c)  Effect  of  PSRO  determination  on 
services  incident  to  hospitalization.  (1) 

A  PSRO  certification  of  a  patient’s 
admission  or  continued  stay  will 
constitute  approval  of  all  health  care 
services  provided,  or  proposed  to  be 
provided,  during  the  certified  length  of 
stay  unless  the  PSRO  specifically 
reviews  and  disapproves  a  particular 
service. 

(2)  A  PSRO  adverse  determination  of 
a  patient’s  admission  or  continued  stay 
will  constitute  disapproval  of  all  health 
care  services  provid^  or  proposed  to 
be  provided,  during  the  patient’s 
hospital  stay  unless  the  PSRO 
specifically  reviews  and  approves  a 
particular  service. 

(d)  Coverage  determinations.  Nothing 
in  $$  466.10  through  466.16  shall  be 
construed  as  precluding  a  Medicare 
intermediary  or  carrier  of  a  Medicaid 
State  agency,  in  the  proper  exercise  of 
its  duties  and  functions,  from: 

(1)  Reviewing  claims  to  determine 
whether  they  meet  the  pertinent 
coverage  requirements  of  Medicare  or 
Medicaid;  or 

(2)  Requesting  the  PSRO  to  make  a 
retrospective  determination  regarding 
the  medical  necessity  and 
appropriateness  of  specific  health  care 
services  in  the  application  of  coverage 
requirements. 

(e)  Attending  physician’s  opportunity 
to  discuss.  Before  a  PSRO  reaches  an 
adverse  determination  regarding 
admission,  continued  stay,  or  elective 
procedures,  it  must: 

(1)  Promptly  notify  the  patient's 
attending  physician  or  other  attending 
health  care  practitioner,  and 

(2)  Afford  an  opportunity  for  the 
practitioner  to  discuss  the  matter  with 
the  PSRO  and  explain  the  nature  of  the 
patient’s  need  for  health  care  sevices, 
including  all  factors  which  preclude 
treatment  of  the  patient  as  an  outpatient 
or  in  an  alternative  level  oi  inpatient 
care. 

§  466.1 1  Admission  review. 

(a)  Nature  of  review.  (1)  Admission 
reviews  must  consist  of  screening  and,  if 
the  conditions  specified  in  the  screen 
are  not  met.  peer  review. 

(2)  Screening  review  must  be 
conducted  using, norms,  criteria  and 


standards  developed  in  accordance  with 
Subpart  D  of  this  part  to  select  those 
cases  requiring  peer  review. 

(3)  If  the  PSRO  determines  that  the 
admission  is  medically  necessary  and 
appropriate,  it  will  certify  the  admission. 

(4)  If  the  PSRO  determines  that  the 
hospital  admission  is  not  medically 
necessary -or  not  appropriate,  it  must 
provide  notice  of  an  adverse 
determination  regarding  the  patient’s 
admission  in  accordance  wiA  $  466.16. 

(b)  Timing  of  review.  (1)  Admission 
review  shall  be  completed  and 
certification  or  adverse  notice  provided, 
as  soon  as  feasible,  but  no  later  than 
three  working  days  after  the  admission. 

(2)  In  the  case  of  a  patient  whose 
eli^bility  for  benefits  is  identified  at 
some  time  after  admission,  the  PSRO 
shall  review  the  medical  necessity  and 
appropriateness  of  level  of  care  of 
admission  and  continued  stay  as  soon 
as  feasible  but  no  later  than  three 
working  days  after  identification,  if  the 
patient  is  in  the  hospital  at  the  time. 

(c)  Initial  assigned  length  of  stay.  If 
an  admission  is  certified  under 
paragraph  (a)(3)  of  this  section,  the 
PSRO  shall  assign  an  initial  length  of 
stay  based  on: 

(1)  Length-of-stay  projections 
developed  by  the  PSRO  in  accordance 
with  Subpart  D  of  his  part  (modified,  as 
necessary,  to  reflect  the  clinical 
situation  of  the  individual  patient  who  is 
the  subject  of  the  admission  review);  or 

(2)  The  50th  percentile  of  lengths  of 
stay  for  patients  in  similar  age  groups 
with  similar  diagnoses,  if  the  PSRO  has 
not  developed  length-of-stay 
projections;  or 

(3)  A  reasonable  estimate,  considering 
the  nature  of  the  patient’s  medical 
problem  and  the  projected  date  when 
the  diagnosis  will  be  more  fully 
clarified,  if  the  diagnosis  is  unclear  at 
the  time  of  admission,  or  length-of-stay 
projections  and  norms  are  unavailable: 
or 

(4)  The  time  when  a  critical  procedure 
or  outcome  is  expected  to  occur,  as 
determined  by  the  PSRO.  if  the  PSRO  is 
conducting  concurrent  quality 
assurance. 

$  466.12  Continued  stay  review. 

(a)  Nature  of  review.  (1)  Continued 
stay  review  must  consist  of  screening 
and.  if  the  conditions  specified  in  the 
screen  are  not  meL  fur&er  peer  review. 

(2)  Screening  review  shall  be 
conducted  by  a  PSRO  representative 
using  PSRO  criteria  and  standards 
developed  in  accordance  with  Subpart  D 
of  diis  part  to  select  those  cases 
requiring  peer  review. 
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(3)  If  the  PSRO  determines  that 
contoued  stay  is  medically  necessary 
and  at  the  appropriate  level  of  care,  it 
shall  assign  a  continued  length  of  stay 
by  the  end  of  the  previously  assigned 
length-of-stay  period. 

(4)  If  the  PSRO  determines  that 
continued  stay  is  not  medically 
necessary  or  not  at  the  appropriate  level 
of  care,  it  shall  provide  notice  of 
adverse  determination  by  the  last  day  of 
the  current  assigned  len^-of-stay 
period,  in  accordance  with  $  466.16. 

(b)  Timing  of  review.  Continued  stay 
review  must  be  completed  by  the  last 
day  of  the  initial  assigned  length  of  stay. 

(c)  Duration  of  continued  length  of 
stay.  A  continued  length  of  stay  must  be 
based  on  the  expected  time  when  the 
patient  will  no  longer  require  a  hospital 
level  of  care. 

(d)  Additional  continued  stay  review. 
Before  the  expiration  of  a  continued 
length  of  stay,  each  case  must  be 
reviewed  again  in  the  manner 
prescribed  imder  paragraphs  (a),  (b), 
and  (c)  of  this  section.  These  reviews 
shall  1m  repeated  as  long  as  the 
continued  stay  is  further  assigned  by  the 
PSRO. 

[eYPhyeician  certification.  (1)  Basic 
requiremenL  The  PSRO  must  require  the 
attending  physician,  or  other  attending 
health  care  practitioner  to  certify,  at 
times  specified  by  the  PSRO,  to  the 
medical  necessity  for  the  patient's 
continued  stay  in  the  hospital. 

(1)  The  first  certification  shall  be  no 
later  than  the  last  day  of  the  initial 
length  of  stay  assigned  by  the  PSRO 
under  $  466.11(c). 

(ii)  Subsequent  certification  dates 
shall  be  established  by  the  PSRO  at 
intervals  to  allow  for  PSRO  review. 

(2)  Information  required  (i)  The  PSRO 
shall  specify  the  information  that  must 
be  included  in  the  medical  record  in 
order  to  enable  the  PSRO  to  evaluate 
the  patient’s  need  for  further  health  care 
at  the  hospital  level. 

(ii)  l^e  PSRO  may  either  specify  that 
such  information  w^  be  provided  in 
progress  notes  and  orders  signed  and 
dated  by  the  physician  or  other  health 
care  practitioner  attending  the  patient  or 
require  a  form  of  physician  certification 
separate  &t)m  the  medical  record. 

(f)  PSRO  responsibilities.  (1)  The 
PSRO  shall  inform  all  physicians  and 
other  health  care  practitioners  who  are 
accorded  active  staff  privileges  in 
hospitals  and  engaged  in  professional 
activities  in  the  PSRO  area  of: 

(i)  The  applicable  certification 
requirements  for  physicians  and  other 
he^th  care  practitioners: 

(ii)  Their  obligation  not  to  provide 
unnecessary  health  care  services;  and 


(iii)  The  sanctions  under  Section  1160 
of  the  Act 

(2)  Tire  PSRO  shall  maintain,  at  its 
principal  business  office,  and  make 
available  to  HCFA,  fiscal 
intermediaries.  State  agencies  and  other 
interested  parties,  copies  of: 

(i)  Its  physician  certification 
requirements;  and 

(ii)  Its  procedures  for  informing 
physicians  and  other  appropriate  health 
caie  practitioners  of  those  requirements. 

S  468.13  Elective  procedures  review. 

(a)  On  admission.  If  a  purpose  of 
admission  is  to  perform  elective  surgery 
or  an  elective  major  procedure,  the 
PSRO  must  conduct  procedure  review 
simultaneously  with  admission  review. 
Procedure  review  must  be  completed 
prior  to  the  procedure,  whenever 
feasible,  but  no  later  thaa  three  working 
days  after  the  admission. 

(b)  During  hospitalization.  If  elective 
surgery  or  an  elective  major  procedure, 
not  a  stated  purpose  of  admission,  is 
scheduled  during  hospitalization,  the 
PSRO  must  conduct  procedure  review 
before  the  procedure  is  performed, 
whenever  feasible. 

(c)  Required  preprocedure  review.  If 
the  PSRO  has  a  reasonable  belief,  based 
on  documentation  it  has  developed  or 
on  other  informatioa  that  there  is 
medically  unnecessary  or  inappropriate 
utilization  of  elective  surgery  or  elective 
major  procedures,  it  must  conduct 
procedure  review  before  the  surgery  or 
procedure  is  performed. 

§  466.14  Preadmission  review. 

(a)  General  authority.  The  PSRO  may 
review,  prior  to  admission,  the  medical 
necessity  and  appropriateness  of  any 
health  care  service  to  be  provided  to  a 
patient  on  an  elective  basis.  This  review 
must  be  conducted  in  accordance  with 
the  applicable  review  activities 
prescribed  in  §  466.10  and  §  466.11. 

(b)  Publicizing  requiremenL  If  the 
PSRO  chooses  to  perform  preadmission 
review,  it  must: 

(1)  Develop  a  list  of  the  types  of  health 
care  services  for  which  preadmission 
review  will  be  performed; 

(2)  Publish  the  list,  and  any 
subsequent  revisions,  in  a  medical 
publication  of  general  circiilation  in  the 
area; 

(3)  Provide  copies  to  the  chief  of  each 
hospital  medical  staff  for  distribution 
within  the  hospital;  and 

(4)  Make  a  copy  of  the  current  list 
available  for  inspection  in  the  PSRO 
office  during  regular  business  hours. 

(c)  Review  upon  request.  Any 
attending  physician,  or  other  attending 
health  care  practitioner,  proposing  to 


provide  elective  health  care  services 
may  request  the  PSRO  to  perform 
preadmission  review  in  accordance  with 
paragraph  (a)  of  this  section.  The  PSRO 
shall  comply  with  the  request  whenever 
feasible. 

§  466.15  Mkxflfications  of  review  activities. 

(a)  Basic  requirements.  When  a  PSRO 
has  developed  the  review  capability  and 
data  base  necessary,  it  must  modify  the 
review  activities  specified  in  SS  466.11 
through  466.14  in  order  to  concentrate 
review  efforts  in  areas  where 
improvement  in  the  utilization  or  the 
quality  of  health  care  services  is  needed. 

(b)  Automatic  certification.  (1)  A 
PSRO  must  use  data  and  prior 
experience  to  identify  cases  appropriate 
for  automatic  certification  of  admission 
or  an  entire  hospital  stay,  based  on: 

(1)  Diagnoses,  problems,  and 
conditions  for  which  the  criteria 
indicating  the  presence  of  the  diagnoses, 
problems,  or  conditions  are  consistently 
met; 

(ii)  Elective  surgical  and  other  major 
elective  diagnostic  and  therapeutic 
procedures  that  are  consistently 
medically  necessary,  and  are  performed 
at  a  consistently  appropriate  level  of 
care; 

(iii)  Major  clinical  areas  in  a  hospital 
or  entire  hospitals  in  which  admissions 
are  consistently  medically  necessary 
and  at  the  appropriate  level  of  care: 

(iv)  Major  clinical  areas  in  a  hospital 
or  entire  hospitals  in  which  both 
admissions  and  continued  stays  are 
consistently  medically  necessary  and  at 
the  appropriate  level  of  care;  or 

(v)  Individual  practitioners  whose 
admissions,  or  both  admissions  and 
continued  stays,  are  consistently  at  an 
appropriate  level  of  care  and  medically 
necessary. 

(2)  If  an  admission,  but  not  the  entire 
length  of  stay,  is  automatically  certified, 
a  length  of  stay  must  be  assigned  in 
accordance  with  §  466.11  and  continued 
stay  review  must  be  performed  in 
accordance  with  $  466.12. 

(c)  Continuing  PSRO  responsibility. 
The  PSRO  must,  through  concurrent  and 
retrospective  studies  and  profile 
analysis,  assure  that  admissions  and 
hospital  stays  automatically  certified 
under  this  section  continue  to  represent 
consistently  appropriate  utilization  of 
hospital  care  or  quality  of  health  care 
services  provided,  or  both. 

(d)  Hospital  modifications.  Hospitals 
performing  review  for  the  PSRO  in 
accordance  with  Subpart  C  of  this  part 
may  modify  their  review  activities,  as 
specified  in  paragraphs  (a)  through  (c)  of 
this  section,  if  the  modifications  are 
approved  by  the  PSRO. 
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(e)  HCFA  review.  HCFA  may  require 
notification  from  PSRO  of  the  categories 
of  cases  that  are  subject  to  modified 
review.  HCFA  may  require  reinstitution 
of  concurrent  review  for  up  to  100 
percent  of  the  cases  for  any  or  all  of  the 
categories  of  cases  if  it  frnds,  through 
monitoring,  that  the  PSRO’s  modified 
review  system  is  inefrective,  inefficient, 
or  not  based  on  appropriate 
documentation. 

§  466.16  Notice  of  adverse  determination. 

(a)  Parties  to  be  notified.  A  PSRO 
shall  provide  written  notice  of  an 
adverse  determination  to: 

(1)  The  patient  or,  if  the  patient  is 
expected  to  be  unable  to  comprehend 
the  notice,  the  patient's  next  of  kin, 
guardian,  or  sponsor, 

(2)  The  attending  physician,  or  other 
attending  health  care  practitioner,  and 

(3)  The  hospital. 

(b)  Content  of  the  notice.  The  notice 
shall  include: 

(1)  The  reason  for  the  determination; 

(2)  The  date  after  which  the  stay  in 
the  hospital  will  not  be  approved  as 
being  medically  necessary  or 
appropriate; 

(3)  A  statement  informing  the  parties 
and  their  representatives  of  their  right  to 
reconsideration  of  the  determination 
(see  42  CFR  Part  473); 

(4)  The  locations  for  filing  a 
reconsideration  request  and  the  time 
period  within  which  a  request  must  be 
filed;  and 

(5)  A  brief  statement  concerning  the 
duties  and  functions  of  the  PSRO  under 
the  Act. 

(c)  Title  V patients.  The  notice  to  a 
patient  who  is  eligible  for  benefits  under 
the  Maternal  and  Child  Health  and 
Crippled  Children's  Programs  (Title  V  of 
the  Act)  shall  also  indicate  if: 

(1)  Under  agreement  between  the 
PSRO  and  the  State  Title  V  agency,  the 
determination  is  conclusive  for  payment 
purposes:  and 

(2)  The  Title  V  recipient  and  provider 
have  a  right  to  reconsideration. 

(d)  Timing  of  the  notice.  The  notice 
shall  be  delivered  to  those  hospitalized 
or  mailed  to  those  not  hospitalized 
within  the  following  time  limits: 

(1)  For  admission,  within  three 
working  days  after  admission; 

(2)  For  continued  stay,  by  the  last  day 
of  the  previously  approved  length-of- 
stay  period,  or  the  day  after  the 
determination,  whichever  is  earlier, 

(3)  For  preprocedure  review,  before 
the  procedure  is  performed; 

(4)  For  preadmission  review,  before 
ac^ssion;  and 

(5)  If  identification  as  a  Federal 
program  patient  has  been  delayed. 


within  three  working  days  of 
identification  if  the  patient  is  still  in  the 
hospital. 

(e)  Notice  to  payers.  The  PSRO  must 
provide  prompt  written  notice  of  an 
adverse  determination  to: 

(1)  The  Medicaid  State  agency  or  its 
designee,  in  the  case  of  a  Medicaid 
patient; 

(2)  The  Medicare  intermediary  or 
carrier,  or  both,  in  the  case  of  the 
Medicare  patient;  or 

(3)  The  affected  State  Title  V  agency, 
in  the  case  of  a  Title  V  patient. 

(f)  Record  of  adverse  determinations. 

(1)  'The  PSRO  must  dociunent  and 
preserve  a  record  of  all  adverse 
determinations. 

(2)  The  documentary  record  shall 
include: 

(i)  The  detailed  basis  of  the 
determination  of  the  practitioner  or 
committee  that  conducted  the  review; 
and 

(ii)  A  copy  of  the  tootice  of  adverse 
determination  sent  to  all  parties. 

§  466.17  Informing  diacharge  planners. 

If  a  PSRO  becomes  aware,  in  the 
course  of  review,  that  a  patient  may 
require  extended  post-hospital  care  or 
institutional  placement,  the  PSRO  must 
promptly  alert,  in  writing: 

(a)  The  attending  physician,  or  other 
attending  health  care  practitioner;  and 

(b)  Those  in  the  hospital  responsible 
for  assisting  the  atten^ng  practitioner  in 
discharge  planning. 

§  466.18  Medical  care  evaluation  (MCE) 
studies. 

(a)  Number  of  studies  required.  During 
each  calendar  year,  a  PSRO  must 
perform  at  least  the  following  numbers 
of  M(3E  studies,  unless  this  requirement 
is  waived  by  H(2FA: 

(1)  Four  studies  in  each  hospital  with 
less  than  2,500  total  admissions  per 
year, 

(2)  Six  studies  in  each  hospital  with 
2,^  to  4,999  total  admissions  per  year; 

(3)  Eight  studies  in  each  hospital  with 
5,000  to  9,999  total  admissions  per  year. 

(4)  Ten  studies  in  each  hospital  with 
10,000  to  19,999  total  admisssions  per 
year,  and 

(5)  Twelve  studies  in  each  hospital 
with  20.000  or  more  total  admissions  per 
year. 

MCE  studies  that  involve  more  than 
one  hospital  shall  be  counted  toward  the 
number  of  studies  required  for  each  of 
the  hospitals  involved  in  the  study. 

(b)  R^uired  coverage.  The  studies 
performed  each  3rear  must  include 
assessment  of  the  care  of  patients  in  all 
major  clinical  areas  in  a  hospital.  In 
addition,  MCE  studies  must,  when 


relevant,  include  assessment  of  care 
provided  by  other  health  care 
practitioners  as  well  as  care  provided 
by  physicians. 

(c)  Nature  and  content  of  studies,  in 
conducting  an  MCE  study,  the  PSRO 
must: 

(1)  Focus  upon  a  known  or  suspected 
problem  area  in  organization,  delivery, 
or  outcome  of  hospital  care: 

(2)  Carry  out  the  study  in  accordance 
with  specifically  developed  and 
explicitly  stated  objectives; 

(3)  Use  criteria  and  standards 
specified  in  paragraph  (d)  of  this 
section; 

(4)  When  appropriate,  use  a  sample  of 
patients  (and  their  records)  selected 
frt)m  all  die  patients  in  the  hospital  if  the 
hospital  authorizes  access  to  records  of 
non-Federal  program  patients: 

(5)  Provide  for  peer  analysis  of  any 
‘substantial  divergence  from  criteria,  to 
determine  whether  it  is  justified  or 
represents  problems  that  require 
corrective  action; 

(6)  Make  recommendations,  consistent 
with  the  regulations  of  this  subchapter 
on  confidentiality  of  PSRO  data  (42  CFR 
part  476),  for  corrective  action  to  ' 
individuals  and  organizations 
responsible  for  effecting  change  in  the 
organization,  administration,  and 
delivery  of  health  care; 

(7)  Document  when,  where,  and  by 
whom  any  recommended  corrective 
action  was  taken; 

(8)  Include  a  plan  for  follow-up 
evaluation,  when  indicated,  to 
determine  what  changes  have  occurred 
as  a  result  of  action  taken: 

(9)  Perform,  when  indicated,  a  follow¬ 
up  evaluation  (not  to  be  counted  as  a 
new  MCE  study  for  purposes  of  fulfilling 
the  requirements  in  paragraph  (a)  of  this 
section): 

(1)  Within  a  reasonable  time,  but 
usually  no  later  than  one  year  after 
completion  of  the  study;  and 

(ii)  Limited  to  key  indicators  relevant 
to  the  particular  study;  and 

(10)  Provide  for  periodic  reporting  of  a 
summary  of  the  quality  assurance 
activities  to  the  governing  body  of  the 
hospital. 

(d)  Use  of  criteria  and  standards.  (1) 

A  PSRO  must  adopt  and  use  criteria  and 
standards  (in  accordance  with  Subpart 
D  of  this  part),  that  relate  to  the  specific 
objectives  of  the  study. 

(2)  If  a  PSRO  identifies  a  pattern  of 
performance  that  does  not  conform  to 
applicable  criteria,  it  must  subject  the 
services  involved  in  that  pattern  to 
further  analysis. 

(3)  The  identification  of  snch  a  pattern 
does  not  necessarily  constitute  a  finding 
by  the  PSRO  that  ttese  services  were 
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not  medically  necessary,  not  of 
acceptable  quality,  or  not  provided  at 
the  appropriate  level  of  care. 

(e)  Sports  to  hospitals.  (1)  A  PSRO 
must  provide  the  written  results, 
including  an  analysis  of  the  results,  of 
each  MCE  study  that  is  pertinent  to  the 
operation  of  a  particular  hospital  to: 

(1)  Appropriate  members  of  the 
hciapital  medical  staff, 

(ii)  The  chief  administrative  official  of 
the  hospital:  and 

(iii)  Ilie  Chairman  of  the  Board  of 
Trustees  (or  other  governing  body)  of 
the  hospital. 

(2)  The  PSRO  must  comply  with  the 
confidentiality  requirements  of  Section 
1166  of  the  Act,  and  applicable 
regulations. 

S  466.19  Profs  analysis. 

(a)  Types  of  profiles.  A  PSRO  must  be 
responsible  for  the  periodic 
development  and  analysis  of  profiles  of: 

(1)  Health  care  services  provided  to 
patients  in  hospitals  in  the  PSRO  area; 

(2)  Each  health  care  practitioner  who 
provides  health  care  services  in 
hospitab  in  the  PSRO  area;  and 

(3)  Each  hospital  in  the  PSRO  area 
that  provides  health  care  services. 

(b)  Process  of  profile  analysis.  (1) 
D^mnding  upon  the  nature  of  the 
profile,  the  process  of  analysis  must 
include: 

(1)  Comparison  of  patterns  of  care  by 
similar  providers  (institutions  or 
practitioners); 

(ii)  Comparison  of  current  patterns 
with  previous  patterns; 

(iii)  Identification  of  patterns  that 
deviate  from  established  norms,  criteria, 
and  standards;  or 

(iv)  Tracking  of  the  care  pro\  ided  to 
particular  patients  or  by  particular 
practitioners  within  the  entire  PSRO 
area. 

(2)  If  a  PSRO  identifies  questionable 
patterns,  it  must: 

(i)  Take  appropriate  follow-up  action; 
and 

(ii)  Monitor  the  results  of  the  action 
taken. 

(c)  Purposes  of  analyses.  The  PSRO 
must  an^yze  profiles: 

(1)  To  identify  patterns  of  service 
which  may  require  modifications  in 
review  activities; 

(2)  To  identify  possible  subjects  for 
MCE  studies; 

(3)  For  self-evaluation  of  PSRO 
performance,  including  comparison  with 
other  areas  and  regions  of  the  country; 

(4)  To  compare  the  performance  of 
different  providers  (institutions  or 
practitioners)  in  a  I%RO  area: 


(5)  To  monitor  review  activities 
delegated  to  hospitals  in  accordance 
with  Subpart  C  of  this  part;  and 

(6)  To  determine  whether  the  care  and 
services  ordered  or  provided  were 
necessary,  appropriate,  and  of 
acceptable  quality. 

(d)  Provision  of  profiles  to  hospitals. 

A  PSRO  must  provide  the  profiles  which 
are  pertinent  to  the  operations  of  a 
particular  hospital  to: 

(1)  Appropriate  members  of  the 
hospital  medical  staff; 

(2)  The  chief  administrative  official  of 
the  hospital:  and 

(3)  The  Chairman  of  the  Board  of 
Trustees  (or  other  governing  body)  of 
the  hospitaL 

(e)  Confidentiality  requirements.  In 
the  development  analysis,  or  provision 
of  profiles  under  this  section,  PSROs 
must  comply  with  the  confidentiality 
requirements  of  Section  1166  of  the  Act 
and  applicable  regulations. 

1 466.20  Involvunwnt  of  health  care 
practitionars  other  than  physicians. 

(a)  Basic  requirement  If  the  PSRO 
re'^ews  care  delivered  by  health  care 
practitioners  other  than  physicians,  it 
must  involve  the  peers  of  those 
practitioners  in  the  review  process 
unless: 

(1)  The  PSRO  has  been  imable  to 
obtain  a  roster  of  peer  practitioners 
available  to  perform  review;  or 

(2)  Those  peers  are  precluded  from 
performing  review  because  of 
participation  in  the  treatment  of  the 
patient  or  of  financial  interest  in  the 
hospital.  (See  1 466.21(d).) 

(b)  Types  of  peer  involvement  The 
PS^O  must  provide  that  where  health 
care  is  delivered  by  health  care 
practitioners  other  than  physicians: 

(1)  In  decisions  regardiing  medical 
necessity  for  their  services,  these 
practitioners  are  involved,  for  their 
particular  specialty,  in: 

(1)  Developing  PSRO  criteria  and 
standards; 

(ii)  Selecting  norms  to  be  used; 

(Ui)  Developing  review  mechanisms 
for  care  provided  by  their  peers;  and 

(iv)  Peer  review  of  that  care; 

(2)  In  decisions  regarding  the  quality 
of  the  services  they  provide,  they: 

(i)  Develop  PSRO  criteria  and 
standards; 

(ii)  Select  norms  to  be  used; 

(iii)  Develop  review  mechanisms  for 
care  provided  by  their  peers';  and 

(iv)  Conduct  peer  review  of  that  care; 

(3)  In  the  conduct  of  concurrent 
review*. 

(i)  An  adverse  determination  of . 
se^ces  rendered  by  a  practitioner  who 
has  independent  ad^tting  privileges 


shall  be  made  by  a  peer  of  that 
practitioner; 

(ii)  An  adverse  determination  of 
services  rendered  by  a  practitioner  who 
requires  physician  concurrence  for 
hospital  admission  shall  be  made  after 
consultation  with  a  peer  of  that 
practitioner,  and 

(4)  In  the  conduct  of  MCE  studies, 
participation  by  these  practitioners  in 
review  of  care  provided  by  their  p^&rs 
shall  be  similar  to  that  of  physicians. 

§  466.21  Ruvtawur  quaMIcations  and 
participation. 

(a)  Staff  privileges.  (1)  Each  person 
who  makes  a  determination  about 
health  care  services  provided,  or 
proposed  to  be  provided,  must  have 
active  staff  pri^eges  in  at  least  one  of 
the  hospitals  participating  in  the 
Medicaid,  Medicare  or  Title  V  programs 
in  the  PSRO  area. 

(2)  However,  a  person  who  does  not 
have  active  staff  privileges  in  at  least 
one  of  the  participating  hospitals  in  the 
PSRO  area  may  participate  in  MCE 
studies,  criteria  development,  profile 
analysis,  concurrent  review,  and 
preadmission  review  if  the  participation 
does  not  involve  making  a 
determination. 

(b)  Peer  review  by  physician.  (1)  Each 
person  who  makes  a  determination 
about  services  provided,  or  proposed  to 
be  provided,  by  a  licensed  doctor  of 
medicine  or  osteopathy  must  be  another 
licensed  doctor  of  mecfidne  or 
osteopathy. 

(2)  For  purposes  of  paragraph  (b)  of 
this  section,  individuals  licensed  to 
practice  medicine  in  American  Samoa, 
the  Northern  Mariana  Islands,  and  the 
Trust  Territory  of  the  Pacific  Islands 
shall  not  be  considered  to  be  doctors  of 
medicine  or  osteopathy. 

(c)  Peer  review  by  health  care 
practitioners  other  than  physicians.  A 
person  who  makes  a  determination 
about  services  provided,  or  proposed  to 
be  provided,  by  a  health  care 
practitioner  ot^r  than  a  physician  must 
be  a  peer  health  care  practitioner  except 
under  the  circiunstances  specified  in 

S  466.20(a)  (1)  and  (2). 

(d)  Persons  excluded  from  review.  A 
person  may  not  participate  in  the  review 
of  health  care  services: 

(1)  If  he  issued  treatment  orders  in  the 
care  of  the  patient* 

(2)  If  he  participated  in  the 
formulation  or  execution  of  the  patient's 
treatment  plan;  or 

(3)  If  he  or  a  member  of  his  family 
(spouse,  child,  grandchild,  parent  or 
grandparent)  has  an  ownership  interest 
of  5  percent  or  more  in  the  hospital. 
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(e)  Physician  participation.  A  PSRO 
must,  to  the  maximum  extent  consistent 
with  the  effective  and  timely 
performance  of  its  duties  and  functions: 

(1)  Encourage  all  physicians  practicing 
in  the  area  served  by  the  PSRO  to 
participate  as  reviewers; 

(2)  Provide  rotating  physician 
participation  in  review  activities  on  an 
extensive  and  continuing  basis; 

(3)  Assure  that  participation  in  review 
acti^ties  has  the  broadest 
representation  feasible  in  terms  of  the 
types  of  physician  practice  in  the  area 
served  by  the  PSRO;  and 

(4)  Use,  whenever  appropriate, 
medical  periodicals  and  similar 
publications  to  publicize  the  functions 
and  activities  of  PSROs. 

$  466.22  Alternative  review  methods. 

(a)  Prior  approval.  A  PSRO  may  use 
alternative  methods  for  conducting 
concurrent  review,  preadmission  review, 
and  MCE  studies  in  all  or  part  of  the 
PSRO  area  if  its  written  plan  explaining 
the  methods  is  approved  by  HCFA. 

(b)  Written  plan.  The  written  plan 
must  describe: 

(1)  The  objectives  of  the  alternative 
approach  to  review; 

(2)  In  detail,  the  methods  to  be  u^ed, 
including  the  use  of  norms,  criteria,  and 
standards; 

(3)  The  applicability  of  the  plan  to  the 
PSRO  area;  and 

(4)  The  extent  of  the  PSRO’s  plan  to 
use  hospital  review  committees  to 
conduct  review  for  the  PSRO. 

(c)  Criteria  for  approval.  HCFA  will 
approve  those  alternative  review 
methods  which: 

(1)  Are  consistent  with  all  provisions 
of  Title  XI  of  the  Act;  and 

(2)  Are,  or  have  the  potential  to  be, 
equal  to  or  more  efficient  and  effective 
than  those  specffied  under  §  466.10 
through  §  466.14  and  §  466.18. 

Subpart  C — ^Delegated  Review 

§  466.30  Opportunity  for  hospitals  to  seek 
delegation. 

(a)  Coordination  procedures.  A  PSRO 
shall  develop  coordination  procedures 
and  a  model  agreement  for  delegated 
hospitals  and  provide  copies  of  the 
procedures  and  agreement  to  all 
hospitals  in  its  area,  (see  §  463.6(b]  of 
this  chapter). 

(b)  Notification  to  hospitals.  Prior  to 
initiation  of  review  in  a  particular 
hospital,  the  PSRO  shall  send  that 
hospital  a  notihcation  letter  informing  it 
of: 

(1)  The  requirements  and  procedures 
for  delegation  of  review  functions;  and 

(2)  The  factors  which  the  PSRO  will 
consider  in  evaluating  the  hospital 


review  committee's  capability  to 
perform  review  functions. 

§  466.31  Letter  of  interest 

A  hospital  that  seeks  to  obtain 
delegation  of  review  functions  shall 
submit  a  letter  of  interest  to  the  PSRO 
and  a  plan  for  carrying  out  delegated 
review  functions,  as  speciHed  in 
§  466.32.  The  letter  must  be  signed  by  an 
authorized  representative  of  the  hospital 
medical  staff  and  the  hospital's  chief 
administrative  official,  and  must 
indicate: 

(a)  The  specific  functions  for  which 
the  hospital  seeks  delegation;  and 

(b)  The  hospital's  willingness  to 
accept  PSRO  evaluation  and  monitoring 
of  its  review  activities. 

S  466.32  Details  of  delegated  review  plan. 

The  delegated  review  plan  must 
include: 

(a)  A  description  of  the  manner  in 
which  the  hospital  will  organize  itself  to 
conduct  the  delegated  review  activities 
and  those  activities  supportive  of 
delegated  review.  This  must  include 
direction  of  the  delegated  review  by  a 
hospital  review  committee,  composed  of 
one  or  more  physicians  having  active 
staff  privileges  in  the  hospital.  The 
committee  may  include  health  care 
practitioners  other  than  physicians; 

(b)  A  description  of  the  proposed 
operation  of  the  delegated  review, 
including: 

(1)  The  number  and  types  of  hospital 
personnel  for  each  type  of  review; 

(2)  The  methods  of  providing  for 
selection,  training,  and  reimbursement 
of  review  personnel; 

(3)  The  methods  of  involving  health 
care  practitioners  other  than  physicians 
in  review  functions; 

(4)  A  description  of  the  proposed  use 
of  norms,  criteria,  and  standards  in 
review; 

(5)  The  methods  by  which  review 
findings  will  lead  to  continuing 
education  activities  and  administrative 
change;  and 

(6)  The  activities  the  hospital  review 
committee  expects  the  PSRO  to  perform 
for  those  review  functions  not  delegated; 

(c)  A  description  of  the  coordination 
procedures  developed  with  Medicare, 
Medicaid,  and  Title  V  claims  payment 
agencies,  including  the  mechanisms  for 
notifying  these  agencies  of  delegated 
review  determinations  that  impact  on 
claims  payment; 

(d)  The  methods  of  providing  data 
collection,  data  flow,  and  information 
release  to  satisfy  PSRO  profile  and 
reporting  requirements,  including  a 
description  of  the  current  and  proposed 
relationships  of  the  hospital  with 


processors  of  hospital  discharge 
abstract  data; 

(e)  The  number  of  physicians  on  the 
hospital's  medical  staff  who  are  eligible 
for  PSRO  membership,  as  defined  in 
applicable  regulations  regarding  grants 
to  PSROs,  and  the  number  who  actually 
are  members; 

(f)  Specific  infonnation  about  the 
hospital's  existing  review  system,  if  any, 
including  narrative  material  concerning 
operating  procedures,  results,  and 
follow-up;  and 

(g)  Hospital  characteristics  data  on: 

(1)  Number  of  beds; 

(2)  Total  admissions  each  year, 

(3)  Federal  program  patient 
admissions  each  yean 

(4)  Type  of  ownership; 

(5)  Teaching  affiliations;  and 

(6)  Size  and  specializations  of  medical 
staff. 

§  466.33  Determination  and  notice  of 
hospital  cafMbmty. 

(a)  Timeframes  for  determination.  A 
PSRO  must  make  a  determination  of 
hospital  capability  to  perform  review 
activities  within  90  days  fit}m  the  date 
of  receipt  of  the  delegated  review  plan. 

(b)  Basis  for  determination.  In  making 
a  determination  of  capabiHty,  the  PSRO 
must  use  written  evaluation  factors 
which  have  been  approved  by  HCFA. 
These  evaluation  factors  must  measure 
the  capability  of  the  hospital  review 
committee  to  perform  review  activities 
effectively  and  efficiently.  They  must 
include  at  least: 

(1)  The  degree  to  which  the  proposed 
organization  for  review  and  review 
mechanisms  provides  the  capability  to 
meet  the  objectives  of  the  PSRO's 
approved  formal  plan; 

(2)  The  adequacy  of  the  hospital's 
performance  in  Medicare  and  Medicaid 
utilization  review  activities.  In 
evaluating  this  factor  the  PSRO  shall 
consider  information; 

(i)  Obtained  from  the  Medicare  State 
survey  agency,  the  appropriate 
Medicare  intermediaries,  and  the 
Medicaid  State  agency;  and 

(ii)  Obtained  tl^ugh  site  visits  to  the 
hospital; 

(3)  The  degree  to  which  the  delegation 
of  one  or  more  functions  to  the  hospital 
would  increase  the  effectiveness  and 
efficiency  of  review  throughout  the 
PSRO  area; 

(4)  Membership  in  the  PSRO  of  at 
least  25  percent  of  those  physicians  with 
active  staff  privileges  who  are  eligible  to 
be  PSRO  members;  and 

(5)  The  capacity  to  provide  the  PSRO 
with  the  data  it  requires  for  monitoring 
the  hospital  review  activities  and  for 
generation  of  profiles  and  reports. 
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(c)  Evaluation  committee.  (1)  The 
determination  must  be  made  by  an 
evaluation  committee,  designated  by  the 
governing  body  of  the  PSRO,  and 
composed  of  two  or  more  PSRO 
members. 

(2)  A  PSRO  member  may  not 
participate  in  the  determination  of 
capability  of  a  hospital  in  which: 

(i)  He  or  a  member  of  his  family  < 
(spouse,  child,  grandchild,  parent,  or 
grandparent)  has  an  ownership  interest 
of  5  percent  or  more:  or 

(ii)  He  has  active  staff  privileges,  as 
defined  in  §  466.2,  unless  there  are  no. 
alternate  physicians  to  serve  on  the 
evaluation  committee. 

(d)  Notice  of  determination.  A  PSRO 
must  promptly  provide  to  the  hospital  a 
written  notice  Uiat  includes: 

(1)  The  reasons  for  the  determination; 
and 

(2)  An  explanation  of  the  hospital's 
right  to  obtain  a  reconsideration  by  the 
PSRO. 

(e)  Record  of  determination.  A  PSRO 
must  maintain  a  record  of  each  decision 
and  the  information  which  formed  the 
basis  for  the  determination  on 
capability. 

(f)  Reconsideration  of  determination. 
Any  hospital  dissatisfied  with  a  PSRO 
determination  of  capability  may  request 
a  PSRO  reconsideration  of  that 
determination.  (See  %  466.37). 

§  466.34  Delegation  of  review  acUvitiee. 

If  a  PSRO  has  determined  that  a 
hospital  is  capable  of  performing  review 
activities,  the  PSRO  may: 

(a)  Delegate  reponsibility  for  any  one, 
or  all,  of  the  following  review  activities: 
preadmission  review;  concurrent  review; 
alternative  review  activities  (when 
HCFA  has  approved  those  activities); 
and  MCE  studies;  and 

(b)  Authorize  the  hospital  t^'  perform 
modified  review. 

§  466.35  Agreoment  with  delegated 
hospitals. 

(a)  Rosie  requirement.  If  the  PSRO  has 
made  a  determination  to  delegate  the 
performance  of  review  functions  to  a 
hospital,  the  two  parties  shall  enter  into 
a  written  agreement: 

(1)  Based  upon  the  PSRO's  model 
agreement;  and 

(2)  Incorporating  jointly  developed 
administrative  and  review  procedures. 
(See  §  463.6  of  this  subchapter.) 

(b)  Content  of  agreement.  The 
agreement  must  set  forth: 

(1)  The  specific  review  functions  to  be 
performed  by  the  hospital  under 
delegation; 
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(2)  The  specific  reAdew  functions  that 
will  not  be  delegated  and  will  be 
performed  by  the  PSRO; 

(3)  The  hospital’s  commitment  to 
perform  the  delegated  functions  in 
accordance  with: 

(i)  The  requirements  placed  upon 
PSROs  under  the  Act; 

(ii)  The  PSRO’s  formal  plan;  and 

(iii)  The  review  plan  submitted  by  the 
hospital; 

(4)  A  schedule  for  phasing  in  each 
function; 

(5)  The  norms,  criteria,  and  standards 
the  hospital  will  use; 

(6)  Methods  of  involving  the  hospital 
in  the  PSRO  plan  for  reconsiderations 
and  appeals; 

(7)  Methods  for  PSRO  monitoring  of 
delegated  review  functions,  including 
inspection  of  the  operation  and  records 
of  Ae  hospital: 

(8)  Methods  for  the  PSRO  to  report 
profiles,  results  of  MCE  studies,  and 
other  pertinent  information  to  the 
hospital; 

(9)  Procedures  for  reassessing  the 
hospital;  (see  S  466.36); 

(10)  Procedures  for  the  resolution  of 
disputes  between  the  hospital  and  the 
PSRO; 

(11)  Procedures  for  the  termination  of 
the  agreement: 

(i)  By  the  PSRO  upon  reassessment;  or 

(ii)  By  the  hospital,  upon  90  days 
notice  to  the  PSRO;  or 

(iii)  By  HCFA; 

(12)  Tlie  methods  for  involving  health 
care  practitioners  other  than  physicians 
in  review  functions;  and 

(13)  Provisions  for  modification  of  the 
agreement  with  the  approval  of  both 
parties. 

(c)  Signatures.  The  agreement  shall  be 
signed  by: 

(1)  The  chief  administrative  official  of 
the  PSRO: 

(2)  An  authorized  representative  of 
the  hospital’s  medical  staff; 

(3)  The  chief  administrative  official  of 
the  hospital;  and 

(4)  'The  Chairman  of  the  Board  of 
Trustees  (or  other  governing  body)  of 
the  hospital. 

(d)  Public  inspection.  Each  signed 
agreement  shall  be  retained  at  the 
principal  office  of  the  PSRO  for  public 
inspection  during  regular  business 
hours. 

S  466.36  PSRO  monitoring  and 
reassessment  of  hospital  capability. 

(a)  A  PSRO  must  monitor  and 
reassess  each  hospital  review 
committee’s  performance  of  review 
function  through: 

(1)  Analysis  of  profiles; 
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(2)  Information  provided  by  the 
hospital;  and 

(3)  On-site  inspections. 

(b)  The  purpose  of  monitoring  and 
reassessment  shall  be  to  determine 
whether: 

(1)  The  review  committee  is  complying 
with  the  agreement: 

(2)  The  review  is  meeting  objectives  in 
a  cost-effective  and  timely  manner,  and 

(3)  The  review  committee  is 
performing  review  in  a  timely  manner. 

(c)  Notification  of  withdrawal  of 
delegation.  If  a  PSRO  determines  that  a 
hospital  is  not  performing  delegated 
review  effectively,  it  must: 

(1)  Notify  the  hospital  and  HCFA;  and 

(2)  Reassume  review  responsibility  as 
specified  in  S  466.39. 

S  466.37  Reconsiderations. 

(a)  Request  for  reconsideration.  A 
hospital  dissatisfied  with  a  PSRO 
determination  of  capability  may  request 
a  reconsideration,  in  writing,  within  60 
days  from  the  date  on  the  PSRO’s  notice 
of  determination.  For  good  cause  shown 
by  the  hospital,  the  PSRO  may  extend 
the  filing  t^e. 

(b)  Reconsideration  committee.  The 
governing  body  of  the  PSRO  shall 
designate  a  committee  of  two  or  more 
PSRO  members  to  conduct  the 
reconsideration.  The  committee  may  not 
include  any  PSRO  member  who  would 
be  disqualified  under  $  466.33(c). 

(c)  Reconsideration  procedures.  The 
reconsideration  committee  must 
promptly  give  the  hospital  an 
opportunity  to  submit  additional  written 
or  oral  information.  Reconsideration 
proceedings  may  be  informal  and  need 
not  be  conducted  in  accordance  with 
formal  rules  of  evidence. 

(d)  PSRO  determination.  The  PSRO 
may  affirm,  modify,  or  reverse  the  initial 
determination  of  capability,  based  on 
the  information  reviewed  during  the 
reconsideration  proceedings.  It  must 
give  the  hospital  prompt  written  notice 
of  its  decision,  including  a  statement  of 
the  reasons  for  the  decision. 

(e)  PSRO  records.  The  PSRO  must 
maintain  a  record  of: 

(1)  The  decision; 

(2)  The  information  which  formed  the 
basis  for  it;  and 

(3)  A  summary  of  the  reconsideration 
proceedings. 

S  466.38  Monitoring  by  HCFA. 

(a)  PSRO  reports.  PSROs  must 
periodically  submit  to  HCFA  reports 
indicating: 

(1)  Those  hospitals  that  have  been 
delegated  the  performance  of  review 
functions  and,  the  manner  in  which  they 
are  performing;  and 
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(2)  Those  hospitals  that  have  been 
denied  delegated  review. 

(b)  HCFA  review.  PSRO  decisions  on 
delegations  of  review  functions  may  be 
reviewed  by  HCFA. 

(c)  Disapproval  by -HCFA.  HCFA  may 
disapprove  a  delegation  for  good  cause, 
after  taking  into  consideration  any 
comments  submitted  by  Medicare  fiscal 
agents  or  State  Medicaid  or  Title  V 
agencies  regarding: 

(1)  The  appropriateness  of  delegation 
of  review  to  a  hospital;  or 

(2)  The  effectiveness  of  performance 
of  delegated  review  functions  by  that 
hospital. 

(d)  “Good  cause. "  For  purposes  of  this 
section,  “good  cause"  for  disapproval  of 
delegation  must  include: 

(1)  A  PSRO  determination  of 
capability  which  does  not  comply 
substantially  with  the  procedures  of  this 
part; 

(2)  The  hospital’s  substantial 
noncompliance  with  the  agreement 
specified  in  §  466.35,  or  the  provisions  of 
this  part;  and 

(3)  The  hospital’s  failure  to  perform 
delegated  review  functions  e^ectively 
and  efficiently. 

(e)  Notification.  If  HCFA  disapproves 
a  delegation  of  review  functions  in 
accordance  with  paragraphs  (c)  and  (d) 
of  this  section,  it  will  give  written  notice 
to  the  PSRO  and  the  hospital  at  least  30 
days  before  the  effective  date  of 
disapproval,  specifying  the  reasons  for 
disapproval. 

(f)  Opportunity  for  hospital  to 
respond.  The  PSRO  and  the  hospital  will 
have  opportunity,  prior  to  the  effective 
date,  to  file  a  written  statement  with 
HCFA,  explaining  why  the  disapproval 
should  not  become  effective. 

(g)  Final  decision.  (1)  If  HCFA 
determines,  from  additional  information 
submitted  under  paragraph  (f)  of  this 
section,  that  “good  cause"  for 
disapproval  does  not  exist,  it  will 
withdraw  the  notice  of  disapproval. 

(2)  If  no  statements  are  submitted  (or 
if  the  statements  are  not  persuasive)  the 
disapproval  will  become  final  on  the 
effective  date  specified  in  the  notice. 

(3)  When  a  disapproval  becomes  final, 
the  PSRO  shall  resume  review  activities 
in  accordance  with  §  466.39. 

§  466.39  PSRO  responsibilities  when 
delegation  is  denied,  withdrawn,  or 
disapproved. 

(a)  A  PSRO  shall,  within  a  reasonable 
time,  initiate  or  resume  review  activities 
in  any  hospital: 

(1)  That  did  not  request  a  delegation; 

(2)  Whose  request  for  delegatiomwas 
denied; 


(3)  Whose  delegation  is  withdrawn  by 
the  PSRO;  or  * 

(4)  Whose  delegation  is  disapproved 
or  withdrawn  by  HCFA. 

(b)  If  a  hospital  whose  delegation  was 
denied,  withdrawn,  or  disapproved 
submits  a  new  letter  of  interest  and 
delegated  review  plan,  the  PSRO  must 
make  a  determination  of  capability 
within  one  year  from  date  of  receipt  of 
the  plan. 

Subpart  D— Norms,  Criteria,  and 
Standards  for  Review 

§  466.50  Basic  requirement  for  PSRO  area 
norms,  criteria,  and  standards. 

As  a  condition  for  designation  as  a 
PSRO,  a  PSRO  must  include  in  its  formal 
written  plan,  in  accordance  with  {  463.2 
of  this  subchapter,  the  organizational 
structure  and  procedures  which  it  will 
use  to  establish,  disseminate,  use,  and 
revise  norms,  criteria,  and  standards. 

§  466.51  Establishnwnt  of  norms,  criteria, 
and  standards. 

(a)  Area  norms,  criteria,  and 
standards.  For  the  conduct  of  review  a 
PSRO  must: 

(1)  Establish  written  norms,  criteria, 
and  standards  which  are  required  for 
preadmission  and  concurrent  review, 
alternative  concurrent  review  methods, 
and  profile  analysis;  and 

(2)  Establish  written  criteria  and 
standards  to  be  used  as  principal  points 
of  reference  in  conducting  MCE  studies. 

(b)  Variant  norms,  criteria,  and 
standards.  A  PSRO  may  establish 
different  norms,  criteria,  and  standards 
for  use  in  preadmission  and  concurrent 
review  to  be  applicable  to  certain 
locations  and  hospitals  in  the  PSRO 
area  if  the  PSRO  determines  that: 

(1)  The  patterns  of  practice  in  those 
locations  and  hospitals  are  substantially 
different  from  patterns  in  the  remainder 
of  the  PSRO  area;  and 

(2)  There  is  a  reasonable  basis  for  the 
difference  which  makes  the  variation 
appropriate. 

(c)  Technical  assistance.  A  PSRO  can 
request  technical  assistance  from  the 
National  Council  and  HCFA  in  using 
applicable  regional  norms,  criteria,  and 
standards  in  establishing  norms,  criteria, 
and  standards  for  its  area. 

§  466.52  Dissemination  of  nonns,  criteria, 
and  standards. 

(a)  Provision  to  hospitals.  A  PSRO 
must  provide  to  each  hospital  in  its  area 
a  copy  of  the  norms,  criteria,  and 
standards  to  be  used  in  preadmission 
and  concurrent  review,  or  in  an 
alternative  review  method. 

(b)  Notice  to  public.  A  PSRO  must 
publish  in  local  medical  periodicals  and 


in  one  newspaper  of  general  circulation 
in  its  area  a  notice  stating  that  the 
norms,  criteria,  and  standards  currently 
used  are  available  for  public  inspection 
at  the  PSRO’s  principal  office. 

$  466.53  Use  of  norms,  criteria,  and 
standards. 

(a)  Norms  and  criteria  applied  in 
preadmission  and  concurrent  review.  In 
assessing  the  need  for.  and 
appropriateness  of,  inpatient  hospital 
care,  a  PSRO  must,  as  principal  points  of 
reference; 

(1)  Apply  criteria  specifying  clinical 
indications  of: 

(1)  The  necessity  for  hospital 
admission  and  continued  stay; 

(ii)  The  necessity  for  surgery  and 
other  major  diagnostic  and  therapeutic 
procedures; 

(iii)  The  appropriate  nature  of  a 
preadmission  work-up;  or 

(iv)  The  types  of  services  which  are 
most  effectively,  economically,  and 
appropriately  provided  at  a  hospital 
level  of  care; 

(2)  Apply  length-of-stay  projections  or 
norms  in  assigning  initial  and  extended 
certified  length-of-stay  periods; 

(3)  Identify  diagnoses,  conditions, 
clinical  areas  or  procedures  which,  on 
the  basis  of  past  experience  and  data, 
justify  automatic  certification  of 
admission; 

(4)  Identify  diagnoses,  problems,  and 
conffitions  of  such  nature  that  their 
presence,  or  suspicion  of  their  presence, 
justifies  automatic  certification  of 
admission;  and 

(5)  Apply  length-of-stay  norms  to 
specify  the  time  when  attending 
physician  or  other  health  care 
practitioner  certications  are  required. 

(b)  Norms  and  criteria  applied  in 
alternative  review  methods.  If  HCFA 
has  approved  an  alternative  review 
method,  a  PSRO  must  apply,  as 
principal  point  of  reference,  norms  and 
criteria  specified  in  the  approved 
alternative  review  plan. 

(c)  Application  of  norms  and  criteria 
by  delegated  hospitals.  All  delegated 
hospitals  must  apply  the  norms,  criteria, 
and  standards  established  by  the  PSRO 
in  the  same  manner  as  required  of  the 
PSRO  under  this  subpart. 

9466.54  Revtoorw. 

The  PSRO  must  periodically  reassess, 
revise  and  update  the  norms,  criteria, 
and  standards  currently  applied  in  ■ 
preadmission  and  concurrent  review,  or 
in  an  alternative  review  method. 
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§  46635  Regional  norms,  criteria,  and 
standards. 

(a)  National  Council  role.  The 
National  Council  must  provide  for  the 
appropriate  distribution  of  regional 
norms,  criteria,  and  standards  to  the 
PSROs  to  be  used  by  those  PSROs  as 
principal  points  of  reference  in  their 
establishment  of  area  norms,  criteria, 
and  standards. 

(b)  Notice  of  distribution  and 
availability.  HCFA  will,  within  30  days 
from  the  date  of  each  such  distribution, 
publish  a  notice  in  the  Federal  Register 
stating: 

(1)  That  the  distribution  has  been 
made  by  the  National  Council;  and 

(2)  That  the  material  will  be  open  to 
inspection  and  copying  by  members  of 
the  public. 


(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.714.  Medical  Assistance 
Program;  13.773.  Medicare — Hospital 
Insurance.) 

Dated:  March  5, 1979. 

Leonard  D.  Schaeffer, 

Administrator.  Health  Care  Financing 
Administration. 

Approved:  May  18, 1979. 

Joseph  A  Califano,  Jr., 

Secrdtary. 
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S  466.56  Review  of  P8RO  norms,  criteria, 
and  standards. 

(a)  Review  of  significant  differences 
from  regional  norms,  criteria,  and 
Standards.  (1)  Submission  by  the  PSRO. 
(i)  As  soon  as  a  PSRO  has  established 
norms,  criteria,  and  standards  for  use  in 
preadmission  or  concurrent  review,  or.  in 
an  alternative  concurrent  review  . 
method,  it  must  forward  them  to  HCFA. 

(ii)  As  revisions  are  made,  a  PSRO 
must  forward  them  to  HCFA. 

(2)  HCFA  review,  (i)  HCFA  will 
review  the  norms,  criteria,  and 
standards  and  identify  any  significant 
variations  from  the  regional  norms, 
criteria,  and  standards  distributed  by 
the  National  Council. 

(ii)  If  HCFA  identifies  significant 
variations,  it  will  notify  the  PSRO  and 
the  National  Council. 

(3)  National  Council  action,  (i)  The 
National  Council  must,  after  appropriate 
consultation  with  the  PSRO,  approve  or 
disapprove  the  variant  norms,  criteria, 
and  standards. 

(ii)  The  National  Coxmcil  will  base  its 
decision  on  whether  a  reasonable 
justification  exists  for  the  use  of  the 
variant  norms,  criteria,  and  standards. 

(4)  PSRO  action  following  National 
Council  decision.  If  the  National  Council 
disapproves  the  variant  norms,  criteria, 
or  standards,  the  PSRO  must  modify  and 
resubmit  them  for  review  by  HCFA,  and 
if  appropriate,  by  the  National  Council.^ 

(b)  Submission  of  other  norms, 
criteria,  and  standards.  The  PSRO  must 
submit  to  HCFA,  upon  request: 

(1)  Criteria  and  standards  it  uses  in  • 
in^vidual  MCE  studies:  and 

(2)  Norms,  criteria,  and  standards  it 
uses  in  profile  analyses. 

(Secs.  1102, 1155, 1156,  and  1165  of  the  Social 
Security  Act  42  U.S.C.  1302, 1320c-(4).  1320c- 
5.  and  1320C-14.) 


